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| 1 PROCEEDINGS
!
i 2 (9:10 a.m.)g

|
'

4 3 MR. TELFORD: Let's go on the record. Good

4 morning. My name is John Telford. I'm from the NRC

5 Headquarters. I'm the Section Chief that's in charge of
a

*
6 this ruir-making effort.

< 7 I've met with some of you before at a meeting back

8 in March of this year. I've seen others of you at the

9 workshops that we had as a part of our program. A few of

10 you I've seen at the State meetings.

11 Today we're here for what we call the Q.A. team.

12 We're going to review and talk about the proposed rule.

13 I'd like to start with allowing you to introduce

14 yourselves to first. For the record, state your name and

15 the State you represent. I'll start over here with Terry.

16 MR. FRAZEE: I'm Terry Frazee, from the State of

17 Washington.

18 MR. WMATLEY: I'm Kirk Whatley, from the State of

19 Alabama..

20 MR. KELLEY: I'm Rick Kelley from Arkansas.

21 MS. ALDRICH: Rita Aldrich, from New York State

22 Department of Health.

23 MR. WOOD: David Wood, from Texas.

24 MR. ZALOUDEK: David Zaloudek, Louisiana.3

25 MR. BOLLING: Lloyd Bolling, NRC State Agreement

. -_ _ __ _ - _ _ ____
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1 Program.

- 2 MR. KLINE: Ed Kline, Office of Nuclear Rogulatoly

3 Research, Headquarters.

4 MR. CAMPER: Larry Camper, Section Chief, Medical

5 and Academic Section, NRC Headquarters.
a ,

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

7 MR. ANDERSON: Larry Anderson, State of Utah. j,

8 MR. DODA: Bob Doda, NRC Region 4.

9 MR. COLLINS: Steve Collins, Illinois.
.

10 MS. SALUS: Betsy Salus, Illinois.

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

12- .MR. KULIKOWSKI: Rob Kulikowski,-City of New York. |

13 MR; DUNDULIS: Bill Dundulis, Rhode Island

14 Department of Health.

'15 MR.' POUNDS: Brad Pounds, representing the Society

16 of Nuclear Medicine.

17 MR. TELFORD: Okay. Let me call your attention to

18 the agenda. I put on here the purpose of the meeting.'

The purpose is to talk to all of you about the19 1

20 rule, about the reporting requirements, and the Guide.,

21 What I had in mind was to go through the rule, to '

1

22 sort-of explain to you its intentions, what.it tries to say,-

23 what it'does not mean.

24 Then, to have a discussion any apparently

{ 25 conflicting State requirements, or any State requirements'

_, _ - . - , _ _ _ . . - _ _ _ _ _ _ . _ . _ _ . _ __ ___ _ . _ . _ _ , . __ _
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1 that you would like to bring up that you t.P. ink might be of
,

( 2 1sterest and might be applicable to 1. hat we're trying to do .

3 with this part. And then have a rednd table discussion on

4 how to modify what we have, so that it's sort of mutually

5 agreeable as the way to put.g

6 So, I've broken this into large chunks. The first
>

*
7 chunk is the rule. The next chunk is the reporting

8 requirements.

9 Tomorrow we will continue our discussion on the

10 reporting requirements. Then following tha't, we the

11 Regulatory Guide.

12 So, is this an acceptable agenda? Would you like
.

13 to modify it in some way?

14 You won't hurt my feelings, now.

15 MR. COLLINS: If we come up with ideas later for

16 modification, can we introduce them?

17 MR. TELFORD: We're not going to be too formal.

18 We're going to be pretty informal. What we're going to

19 worry about is what we're going to do today_and see how far*

j 20 we get. So, I just wanted to make sure it's acceptable to

21 you as to what we're going to cover and how we're' going to

22 go about it.

'23 MR. FRAZEE: John, will you be able to bring'us up

24 to date on some of the other meetings that have gone on as
i v

'

25 we go through each of the sections? 4

|

l'

L
'

(

. . . _ . . . _ . _ _ . . _ . . . . _ . _ _ _ . _ . _ . _ . _ . _ - _ . . . _ . _ . . _ . . , . - . . _ . . _ . _ . . . . _ , _ . ~ . _ . . . _ , _ _ . _, ,.._ -. _ _,- .
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1 MR. TELFORD: Sure. Some of you have already seen

( 2- a lot of this.

3 KR. CAMPER: Let me make a preliminary comment

4 before you go into your detailed schematic.

5 I'd like to say to each of you -- I've discussed
,

6 with a number of you, at the Agreement States meeting in
i

7 Nevada, some concerns that each of you had about your degree *

8 of participation as Agreement States in this particular

9 rule-making process to date.

10 I came away from that meeting in Reno with genuine i

!
11 concern that we go to the Agreement States' representatives |

12 and that we get input. At that time those discussions I
4

'13 shared with a number of you the fact that we were meeting

14 with organizations like AABM, American College of

15 Physicists, and the College of Radiology and what have you,

16 as well as most pilot meetings with the participants in our
)

17 pilot program.
!

18 We wanted to make sure that, as a result of those

19 discussions that I had in Reno, that.the Agreement States =

~

20 felt they were having maximum opportunity to input as to the
I

.

21 rule.

12 2 A number of changes have taken place as a result

23 of'our meetings during'the last several months with some of

24 -these organizations. I'm sure that John will agree that we

i'
25 can share with you some of those findings and some of the

-- .= . . . - . _ - _ - _ _ - _ _ _ _ _ - _ _ _ - _ _ - _ - _ _ _ _ - - _ _ _ _ _ _ _ _- -_ :
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1 projected changes, and what have you.'

2 We are currently re-writing the rule at this

1

3 point, literally as we speak, almost. And we intend to I
1

-

4 present the staff version to our Advisory committee at these

5 meetings that are coming up in January.'

-o
6 So, this forum for the next two days is an

7 extremely important one for both us. This is the,

8 opportunity-for those of you in the Agreement States to have

9 a direct impact and to work directly, in a workshop format,

10 one on one, sleeves rolled up, with those individuals --
,

11 four or five as a team -- actually writing the rule here.

12 So, we're looking forward to the dialogue, and we

13 think this meeting will be as productive and as fruitful as

14 the others have been.

'
15 I think that some of the things learned and some

16 of the things that we're contemplating changing at least at

17 our level -- and I emphasize the staff level -- I think

18 you'll find are positive and constructive. So, we are

19 encouraged. We hope that you'll give us a lot of good
e-

| 20 input. This is the opportunity to do it.

21 So, please,-speak openly and candidly c.s fellow-

22 regulators and see if we can come up with something here

i 23 that makes some sense.

24 Bill?
i

.h 25 MR. DUNDULIS: Larry, at Reno, you had indicated
|

i

E.__ . . _ _ . _ _ . _ - . _ _ _ .._ _ _ _.. _ _ _ _ _ . -
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1' that the commission had called for tracking this with a.

_

2. Commission Paper and basically a final Rule by March '91.

c 3 Based on the other discussions and this meeting,
- ,

4 is that still your targe'?c

5 MR. CAMPER: That's correct, it is.
.

6 ' Kirk?
,

7 MR. WHATLEY: Since you're re-writing the Rule and =

8 none of us have had an opportunity to look at it, are we

L 9 going to have an opportunity tx> look at it?

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

11 MR. COLLINS: Before publication, possibly, the i

t

;12 final rule?

13 MR. TELFORD: Two answers. What Larry is saying
2

14 is that there are five people, five staff members, who are

15 re-writing the Rule. Four of them are here. We are. Tony

16' Tse, Larry Camper,'Ed Kline and myself. But we have one .;

-17 missing member. We have had some working sessions.

18 What he's saying is that we are willing to share

19' with you our thoughts. And, as I go through this, I will .J,.

20 indicate.where we're thinking changes and exactly what.we're

21~ thinking of changing. It will be laid out for~you..
'

- 22 MR. WHATLEY: Will we have an opportunity to see'
,

L 23- it and comment on the Rule before it's --
| 24 'FR.-TELFORD: Well, there will be an ACMUI
( i

( 25 meeting. That's my second answer. ACMUI meeting is January

i

+ r ,..:. 4 ,. ... E,_J..m. ~~~._,.~-.......-m_., .. m-_m....__ , _ _ , _ _ . - . - - - . , . . . . - - - - - - . . . _ - . - _ , . - , - - - , _ . . . , ~ . - . . - - - - , , . - _ , .
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1 14 and 15. It's a public meeting and at that time we can

2 say to the public, including everybody, this is our version

' .

3 of the Rule.

4 MR. WHATLEY: Will the Agreement States be invited

5 to that meeting?
e

6 MR. CAMPER: It's a public meeting.

7 MR. TELFORD: You're invited, certainly.,

8 MR. COLLINS: All members of the public.

9 MR. CAMPER: It is a public meeting of the

10 Advisory Committee.

11 MR. BOLLING: Yeah. We'll most likely pay for at

12. least two people from the States to go that meeting.

13 Somebody from the Conference and somebody from the.

14 Organization of Agreement States.

15 MR. COLLINS: In the spirit of cooperation, as

16 expressed in your statute and in our agreements, we would

17 like to work with you on the draft of this Rule.

18 MR. CAMPER: That's what you're doing today.

19 MR. TSE: That's why we're here.
,

20 MR. COLLINS: We haven't seen a copy of the draft

" 21 Rule. We would like to work with you on the draft Rule and

22 be able to view the drafts and make comments as we go
,

23 concurrently with ACMUI. That's what we would like, I

24 think.

* 25 Almost two thirds of the medical licensees are in

. , _ . . . , . - . - - _ . . . , . . . . _ . _ , . _ . . - , . . . . . , , . _ . .-. - _ . - _
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1 the Agreement States.

'( 2 MR. CAMPER: Well again, I can only emphasize that

3 the re-writing of the Rule is taking place. We had sessions

4 where we were actually sitting down dealing with some of the

5 language and what have you. !.

|
6 As John has indicated, we will share with you

|*
7 today and tomorrow our thoughts and where we're' headed.

|

'8 This is the opportunity to discuss it and to work

9 on it and have some input right now. This is working

|
10 session, I could say. '

11 MR. COLLINS: . And it's very good.

12 MR. TELFORD: Let me go a little further and let |

13 me say yes to your question.

14 What you-'re literally saying is that at some point
|

15 in January or February the Agreement States would like to

16 see a draft. We're trying to work that out.

17 MR. CAMPER: Right.

18 MR. TELFORD: This is a good beginning. Let's

*19' make sure we have a good finish. Let's make sure that you

20 guys see a draft.
.

21 But the reason that we're all a little nervous is

12 2 that, at some point, when we start to run off this review

23' process, the staff at this level kind of loses control in

24 that somebody else in a higher level of management want so
f
'

25- get in their input. They're way above us.

1

. - - - - . . . - . - . . _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ . _ _ ___
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i so we want to share with you and be totally honest

2( as to what we're starting with and what our inclinations and
,

3 objectives are.

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

5 process.
O

6 Yes?

.. 7 MR. KULIKOWSKI: Larry --

8 MR. CAMPER: Thank you, John, for clarifying the

9 point. He's right. The reason we're a little bit hesitant,

10 please understand, we lose control of thing, just like he

11 said, as it starts up the road.

L 12 It's our intention to give to the Agreement States

13 a copy. It's our intention. I suspect that we'll be

14 successful in doing that.

15 Also, too, recognize that this particular rule-

16 making process and some of the changes that we're going to
i

17- be suggesting as a staff, as it moves up through our

18 organization we're going to have to do a considerable amount

19 of discussing and negotiating and what have you. So, we're,

20 a little sensitive about this.

*

21 But it is our intention to share with you a copy

1 22 of the draft and to solicit your input.

23 MR. COLLINS: Is there any problem whatsoever if

24 there's a need to address this, or if it would be beneficial

25 to address this on a level lower'than the commission, let us'

--. - . - _ --. . ... - . . . . . .
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1 know. Because we'll address our concerns to the appropriate

( 2 level to get input, if that's a problem.

3 MR. CAMPER: I appreciate that, Steve. I need to

4 make one more comment, too, about your ACMUI comment.

5 The ACMUI meeting is a two day public meeting. ,

6 The ACMUI has an extremely full agenda, of which the Quality

7 Assurance Rule is one item. We have to stick to a very *

8 strict agenda to cover all the items. It's not going to be

9 a situation where we can turn it into a forum for exchange

10 between the States and ACMUI and what have you.

11 I understand your point, and your interest in this

12 point we'll make. But, unfortunately, due to the nature of

13 that Advisory Committee and the intense agenda, and the
f

14 public forum and what have you, it's a different kind of

15 scenario. We'll have to deal with it accordingly.

16 I'm sorry. Bob?
)

17 MR. KULIKOWSKI: Still on the ACMUI. Now, I

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

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

20 to make some comments. However, I was asked by your staff
.

21 member to send a letter to John Mclean outlining what my

22 comments would be.

23 It seems to me that that sort of, at this point,

24 I'm at a loss to send a letter like that. I don't know what

i
25 the changes are that are going to be affected. It's no

. - . . .
.. . . ._
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1 sense commenting on a Rule that was published in January .J

2 1990, when it's been changed, whan you're contemplating;

3 changes. I'm not going to get up there.
.

4 MR. TELFORD:- Let me guess that, on Thursday --I

5 don't know exactly what to say.
o.

6 MR. KULIKOWSKI: Okay, but they've asked for this

7 letter two weeks ago to be submitted.,

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

I 9~ worry.

10 MR. CAMPER: Let me explain to you as I did in

11 Reno, Robert. Going -- we would encourage you. I'd likei

12 you to speak at the ACMUI meeting. I'd particularly like

13 you to speak because of your experience in New York City.

14 As you said, the decay rule'is already on your books. I

15 'hink it's meaningful and important.

16 But if you want to speak at the meeting -- and I

17 would like you to do so -- I do need a letter requesting a

18 opportunity to speak because it's part of the procedure.

19 You understand.,

20 MR. KULIKOWSKI: I understand.

* 21 MR. CAMPER:- With regard to what you want to say,

22 I would think that between discussions between you and I

23 individually, and discussion with this Q.A. team, as well as

24 -this interaction for the next two days, I think you'll be

25 able to come away with an understanding and some ideas of

, _ __ _ _ - - - _ . . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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1 what you might like to say.

2 So, over the next two days be productive to that

3 end.

4 MR. KULIKOWSKI: When I talk to Norm around

5 Thanksgiving time.
=

6 MR. CAMPER: I understand.

7 MR. KULIKOWSKI: He outlined very specifically ,

8 what I should say in the letter to John Mclean. One of the

9 things was what I wanted to say. That's putting the cart

10 before the horse, if you will.

11 I have no idea. Why should I comment on something

12 that was published a year ago when it's now going to be

13 changed, probably substantially.

14 MR. CAMPER: Well, I think perhaps after the next

15 two days that you will away with a better idea of what you

16 might like to say. And I would encourage you, please, mail

17 that letter into us right away. Because we'd like to have

18 you speak there. I think you'd have a goed perspective to

19 add. ,

20 Yes, Kirk?

*

21 MR. WHATLEY: fou mentioned that you'd like to

22 share some things that were sensitive. Help me understand,

23 what can be sensitive about a Q.A. rule that you cannot

24 share with Agreement States, with the people in this room?
I

25 I don't understand that.

_ _ _ _ _ - - - _ _ _
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1 MR. TELFORD: Let me explain. That's not the

2 implication at all, Kirk.(
.

3 The implication is that we can share with people

4 in this room. During our office appearance process we can,

5 of course, send you a letter saying this is the draft, don't
O

6 let anybody else have it. This is pre-decisional

, 7 information. We want your comments.

8 But, only because it's pre-decisional information
,

9 are we a little nervous. And it's something that we

10 routinely do, to send drafts to the States. I believe we

11 did this during the proposed Rule, and we will do so during

.2 the development of the final release.1

13 So, that's what my words meant.

14 MS. ALDRICH: John, I feel like I'm in a time

15 warp. We're talking about this as being a good beginning.

16 We had a meeting in March, which was three months after the

17 Rule was published.

18 I have a feeling that the comments you're going to

19 get today, if we are assuming we're talking about the same.

241 animal, are essentially the same as the ones you got in
*

21 March.

-22- We have no indication that those comments made any

23 difference at all. In fact, I wonder whether that meeting,

24 those comments, also a follow up letter I sent afterwards to

y~

25 Mr. Miller are oven formally entered as comments. Could you

i
| .

i .

. - .- . . . , . . . . - . - , . - . . - . , . . . . _ , _ . _ , , . . . , . . - _ . . .-
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1 tell ne whether that is the case?

. 2 MR. TELFORD: That is the case.
k

3 MS. ALDRICH: They are formally entered as

| 4 comments?
!

5 MR. TELFORD: Yes.
.

6 MS. ALDRICH: It would have seemed to me that,

7 after that meeting and whatever changes you might have made
,

8 in response to it, that we would have had some second

9 meeting, or something would have happened.

10 All of a sudden, here we are now at the time when

11 the Rule ir, being written as we speak. There again, what's

12 gone on l'1 the meantime? You know, we're talking nine

13 months, and we have no indication that that made any,

,

14 difference. ]

15 The other thing is that you talked about including

16 the States in development of the Rule, that we had received

17 some draft materials before that -- January '90, or I think

18 it was published actually in December '89 Rule.

19 Nothing that we saw prior to the publication of
,

20 that Rule was anything like the Rule that was published.
,

1

l 21 So, no, we did not have any participation in what was -

22 published for consideration.

23 MR. WHATLEY: Just -- There are a lot of the

| 24 Agreement States that are not here. I think most States

|
'

| ( 25 never have seen it. I didn't know until this morning that

|

1

_ . _ _ _ _ . _ _ ___---_________-.__--.__._---_-________-___:
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1 the Rule had been, or was even being re-written.

( 2 As I understand it, the opportunity for the
.

3 Agreement States to comment will basically be at this 1

4 meeting here. Most of the Agreement States were not even

5 aware that there is a new Rule to comment on.
'

l

6 MR. TELFORD: Well, let me first respond to Rita's

a 7 remarks.

8 Rita, I use the phrase good beginning because,

9 with the group sitting here it will, I think, be a good
10' beginning to have a real impact to what the' final Rule is

11 going to look like.

12 At the meeting we had n March, there were four

13 States invited. The Office of State Programs invited those,

- 14 four States. We certainly listened to those comments and

15 we'll have to wait 30 minutes or an hour until we get to

16 . there before you.can judge for yourself whether or not some

17 of the things that we're going to say respond to the

|

L 18 comments that we heard then.
|

| . 19 Also, I'll confess to you that we have everything

20 we've done since then. And I guarantee you that grass has
*

-21 not been growing on our feet. We've been very, very busy.

22 You're trying to say, don't ignore us. We're

1 23 trying to say, we're trying to do just the opposite.

24 Before we did the pilot program, before we even

25 selected any volunteers, the Office of State Programs sent a
.

ww-v+.w v. , w .,.g .q--. - . vy-, y.,.g. ,. .,,. 4- . . . - , . , , .,y. ...g, , . , ,,,m,.~ y ,
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1 letter to each State and said if any State is interested --

g 2 before the March meeting -- is any State is interested in

3 talking about this Rule, the Rule Routing Team will come and

4 talk to you.

5 Now, I know that's what the letter says because I

6 wrote that. And do you know how many letters we got? Very

7 few, |a

| 8 Now, we had the meeting in March.
I

9 MS. ALDRICH: You know, John, first of all, I

10 never got a copy of that letter. Believe me, I would not

11 have ignored something like that.

12 MR. TELFORD: Well, I wouldn't say it if it's not
|

13 true. ]

14 MS. ALDRICH: Okay. ;

15 MR. TELFORD: Now, after the Reno meeting I

16 personally faxed a letter to ten States. And Mr. Miller of
i

17 State Programs sent a similar to all States saying we're

18= going to have this meeting, any State that's interested

19 please attend. You know, we even paid for two people to e

20 come, to represent the conference and to represent the

.

21 Subpart G Committee. So --

22 MR. WHATLEY: John, what was the date of your memo

23 that you sent to the States? The Agreement States meeting

24 was some time back. What was the date of your letter that

[
| 25 you sent to those?*

|

. _ _ _ _ - . .- __ . _ _ . _-. -
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1 MR. TELFORD: Yes. Yeah, I've got to look it up. j

2 Let's go off the record just for a minute. |

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

|
,

4 record.
|r
i

5 MR. TELFORD: I'm sorry, it will be. )
. |

6 (Discussion off the record.)
7 MR. TELFORD: Let's go back on the record. I have,

8 one letter here from Mr. Miller to all agreement and non-

9 agreement states, dated December the 4th, and this is the

11 0 same letter dated December the 5th. The faxes that I sent

11 to the 10 states were in advance of this one by a couple of-

12 days, so we're talking the_first of December, the first week

13 of December,

14 MR. WHATLEY: Two weeks ago.

15 MR.-TELFORD: Yes, sir. That was after the renal

16 meeting and that was after several telephone conversations.

17 I called Greta and Rita and Curt to determine if there was

18 an interest in having another meeting and also to determine

19 some of the issues.
,

20 Yes, Larry?

21 MR. COLLINS: I have two comments. Number one,-

22 it's.very difficult for states to get out of state on that

23 short notice. It was very difficult for me.

24 Secondly, I think the one point that you made

i 25 earlier about whatever we accomplish here maybe being

. . ~ . _ _ ._ . . . . _ _ . _ _ _ _ _ _ _. _ . _ . . . _ . . .. . . _ _ .
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1 reviewed and changed by upper management. I think upper

( management in NRC better start realizing that the states2

3 intend to be heard in these issues.

4 If they don't start recognizing that, it's going

5 to get very tough on them politically. We discussed this in
,

6 the agreement state meeting in Reno and I think the position

7 of the agreement states is getting very firm. *

8 MR. TELFORD: please don't read too much into my

9 remarks about what upper management will change or not. I

10 merely through that out as a caution that, to be honest with

11 you, there's some point in which others control what goes to
j
112 upper management for review.

13 In truth, they don't change it really all that

14 much. Sometimes our legal counsel and counsel from IGC

15 makes us be very specific about time. You can't say a

16 month, you can't say a week, you've got to say 7 days and

17 things like that, but it's really not that bad,
i

18 MR. COLLINS: What division of compatibilities is

19 the misadministration rule? -

20 MR. TELFORD: Good question. How about Division
1 -

21 2.

22 KR. COLLINS: The only thing published by NRC, by

23 NRC staff, was by Division III, the rule. Nothing else has
|

| 24 ever been put in writing.
*

1

-( 25 MR. TELFORD: Division III?
'

|

|
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1 MR. CAMPER I'd like to make another comment

2 regarding Larry's comment. I want you to understand that

'

3 upper management at NRC is aware of this meeting and fully

4 ondorses this meeting as yet another means of trying to

5 adfance the communication between our agency and the

6 agreements states on this particular rule and perhaps on

7 related issues in the medical area, so there is intense,

8 support and desire to do that by the management.

9 Also, too, I think it might be helpful, John, if

10 you would put that in your statement a little while ago that

11 some of the agreement states weren't aware that this was

12 going to a final rule. I find that interesting.

13 MR. WHATLEY: No, let me correct that. That

14 wasn't what I said.

15 MR. CAMPER: You said they didn't understand that

16 a rule was being written.

17 MR. WHATLEY: That had been revised. They've had

18 an opportunity to comment on the old one, but you just said

19 it's going to be revised completely or it's going to be.,

20 revised and my comment - that they have not had an

! * 21 opportunity to comment un the changes.

22' MR. CAMPER: It might be helpful, I think, if.you

f 23 could take a couple minutes to review ~the normal process
I.

24 associated with rulemaking as compared to the process that

i 25 we're following with this particular rule.

l

_ . _ _ . _ _. . . _ _ _ . _ . . _ . _ _ _ . _. . _ _ _ . _ _ _. _ . .._ . - ,
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1 MR. TELFORD: Lloyd,.you had a point?
,

--(. 2' MR. BOLLING: Before we do that, let me talk a

3 little bit about compatibility. Most of you know that the

4 LNRC state agreement progrhm is revising its compatibility

5 regulations, if you will, and it could be that the divisions*

,

6 of compatibility, Divisions I and II and III will be done !

*
? away with. We'll come up with come kind of a statement

8 which says, in effect, that any rule that is being

9 contemplated has to be reviewed for its health and safety

10- significance, and that will be the determining factor as to

11. whether or not compatibility wil3 be applied.-

12 Let's not focus too much on Divisions I, II and
;

:

13 III. I think we're going to probably see some more
,

14 practical application of what the term, " compatibility," as

15 it has to with regulations as well as the entire program --

16 MR. COLLINS: I apologize for bringing'it up.

17 MR- BOLLING: If you didn't, I was.

18 MR. COLLINS: We've_been working with the states

*
19 anyway.

.20 MR. BOLLING: If you didn't bring it up, I was
.

21 -going to.

22 MR. TELFORD: I think that's a good point, Steve,

23 because I think that's something that is of keen interest to

24 us. So,-let me forget Division I, II and III. Let me say

;I-

' 25 that we've been vorking on this rule since October of '87

l
__ __
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1- and it had always been our intention that because the ,

( 2 Commission says that it's a matter of compatibility, our
,

3- intention is'to say, yes, it will be a matter of

'4 ' compatibility, but this is the minimum that your licensees

5 need to do.j

6 If you want to be more strict, you can. Forget

*
~ .7 'about Division I, II or III. That's really been our

8 intention all along. There were some hands up.

9 MR. KULIKOWSKI: Getting back to Lloyd's comment,

10 as I read it, this would be the Division II' rule

11 compatibility. Are state programs going to look at this

12 when you make a determination and you say, it's going to be

13 compatible?

14 You need to have something more.than just

15 compatible. It's going to be sort of a fly-by-the-seat-of-

16 the-pants kind of determination on a case-by-case basis so

17 there can~be some definite criteria the Commission is going

18. to put forth.

19 MR. BOLLING: The criteria' for compatibil t.y is*

.20 going to be one cf the things that's going to be looked as
.

21 well as part of this study which will become a Commission

22 paper. 'It will go up to the Commission. They will revi~wc

L 23 it, vote on it and determine what this thing, compatibility,

24 is; how it's applied, how it's defined and so it's really a ;

I25 pretty open question at this point.

1

i

. _ . . . . .
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1 MR. TELFORD: What Lloyd is talking about is the

2 revision of the way that the Commission determines(
3 compatibility for all rules. For this rule, our Commission

4 paper will suggest to the Commission that this rulemaking be

5 the old Division II.
.

6 So, he's talking about a very general way of doing

7 business, so his comments are very generally warning you *

8 that there's a change coming, but if we focus on this

9 rulemaking, I wanted to tell you the way that we're going to

10 propose it.

11 MR. KUL!KOWSKI: Just one quick question for

12 Lloyd, and I will phrase it in a positive way, I hope. How

13 much input will the agreement states have in this study on

14 compatibility, based on the assumption that the agreements

15 states will have some input?

16 MR. BOLLING: I think you've already had some

i
17 input via the questionnaire that was filled out back in Utah

18 at the state meeting, the conference meeting. When the

19 Commission paper goes up to be voted on, the Chairman and .

20 the other Commissioners obviously are going to want to know
.

21 what are the state views on these things? At that time,

22 somewhere between the time it leaves the EDO's office and by

23 the time it gets to the Commission, you will be asked to

24 comment on something you will have before you and you will
b
i 25 have reviewed.

_ _ _ _ _ _ _ - . _
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1 MR. KULIKOWSKI: What's the timeframe on that? .

N
2 MR. BOLLING: I don't know.g

~3 MR. ANDERSON: Lloyd,,there is a taskforce of the
:

4 agreement states, people who are working on that. We'll

5 have input into that decision. ,

o

6 MR. BOLLING! In addition, there will be a mass

a 7 mailing to all agreement states, probably non-agreement

8 states as well,'because it does have some implications for

9 them if they're concerned with becoming agreement states.

10 There WJ' be requests for general review or comments.

11- MS. SALUS: Before we get to the substantive

12- matters and issues in Part 35, I'd like to make what Ifthink
-

13 is a positive observation that on less than two weeks

14 notice, representatives from about a dozen states are here.

15 This obviously something that's very important to each of
I

i 16 these states.

17 I think that good work is going to come cut of
-

18; this. I also think that what the states' concerns are

19 expressed today or in the near future or will be seen in thee

20 revised draft,- needs to be considered very carefully and
-

'

21- should be expected to-be followed up on by NRC; that

22 whatever concerns we raise at this meeting don't drop,

23- regardless of-how they're-handled by the staff.

24 We're very concerned about the subject matter here
.

25 because this affects more than half the licensees that are'

- _. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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1 going to be governed by this rulemaking effort, either as
-

4
NRC licensees or agreement states. licensees under compatible2

3- or complimentary rulemaking. I think that's a positive

4 observation.

5 MR. TELFORD: Okay.

6 MR. BOLLING: I'd like to also say that the

7 interest goes as far as Alaska. I got a call the other day n

8 from John Stewart up in Alaska, and he's expressed an

9 interest in getting some information about what was

10 discussed at this meeting. I've had letters and phone calls
,

p 11 from the states of Maryland, California and a number. of

12 other states that expressed regret at not being able to

13 attend, but obviously are quite interested in what's going

14. on.

15. Just'because they're not here, doesn't mean

16 they're not interested.

17 MR. TELFORD: Do we have any more general

18 business, agreement state business?

19 MR. CAMPER: Any additional state sovereignty .

20 questions?

'

21 MR. WHATLEY: I want to make a disclaimer. I'm

22 serious about that. My comments here-today do not reflect

P 23 my state. I'm here as chairman of.the Suggested-Regulations

24 Committee on Nuclear-Medicine, and I just want it on the

'l

25 record that my comments here today are mine and they do not

'

t

t
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l' represent my bosses or anyone else in my office.

-2 MR. TELFORD: Okay. Are we ready now to talk,,

L'-

3- about the QA rule? Folks, from my point of view, I think I

4 have been trying pretty hard to get input from the states. 1

'S What you're really telling me is it's not working.
.

6 Okay, we're going to spend two days together and

7 we're going to give it a shot. If this is not enough, then,

8 we'll meet again in February. January is pretty booked up,

9 but I'll let you.know where we're at now, and if you guys

10 have reservations, we'll do this again in February.

11 I think today is the December the 18th. I've been

12 on the road for three days and I don't know what day it is.
!

13 It's Decembe. 28th, and that's a couple of months notice.

i .
14 If you'd like to pick a date in February, that's fine with

15 me.

16 KULIKOWSKI: We need a date and place.,

| 17 MR. CAMPER: It's conceivable, at the end of this
l'

18 meeting that we can set a date at that time.
.

!
'

19 MR. TELFORD: How about Rockville?.,

20 MR. CAMPER: Come to Washington.

* 21 MR. TELFORD: The first week in February. Let's

22 recap what's happened since then. Now, I realize that most

23 of you sort of are observing this process from the

|- 24 sidelines. This is my attempt to bring you into the game.
{.

I 25 Mr. Camper suggested that I review for you the usual
i

. . . .. . - _ . _ - - - - - . - - - - - _ _ _ __ -.
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1 rulemaking process and then this process._ To the extent

( 2 that that helps you understand what we're doing with this

3 rulemaking, I'll do that.

4 The basic thing here is that we're doing a whole

5- lot of work for this rulemaking that we don't do for other
,

6 rulemakings. For example, if we're going to do an ordinary

7 rulemaking, we develop a draft within the staff. We send it '

8 for what we call Division review.

9 Typically, at that time, we send it to the

10 agreement states for interaction with the states. Then we

11 file the comments, we make the changes and we go for what we

12 call officer review. That's one level up-in organization.

13 Then we make the changes that we need to make in

14 order to get officer concurrence, then we send it to our

15- Executive Director of Operations. He peruses it, it goes to

16 the conmission. The commission typically needs it for about

17 a month.

18 They make.a decision. We get a memo that what's

19 we call the staff requirements memo that tells us what to do *

20 .with the rule, what changes to make before we publish it.
, ;,

21 We publish it, minimally, 75 days in the Federal Register.

22 We collect the comments and analyze those.

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

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

(
25 that we've worked on, we've had 400-500 comments. We*
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1 collect'them into categories, maybe 10, 15, or 20 categor'ies-
1

2 of likeJquestions.

3, You respond to-those and you give a response which

'4 willJbe in the Federal Register Notice. -Then we repeat the

5 process, going back to Division review and then that's where
.. i

6 we would send it for comments to the states if they're

.. - 7 involved, then for office review, back'to the EEO and back

8 ta the Commission. They make a determination and publish a

9' final rule.-
.> t

10 Now, in contrast, this time around, we've3been

,11 = told-by the Commission on several occasions, in writing, to- '

12 work with the agreement states', to' work with all medical

13' associations and to conduct a pilot program. .We have the-

- 14 - pilot program-and we have the manpower with all'the. clinical

15 associations that have an interest in this rulemaking. I'll

16- tell you about those meetings.

17- We are attempting to work with:the agreement
4

!18 states so that's why I instigated this meeting and that's

!

19 .why we're here'. ._I'd'like to get back.to Terry's earlier.

22 0 - , question and: recap a little bit of history for you.

~

21 This did start-back in 1987. The NRC published a-

2 2 '' . proposed rule on what we call the basic quality assurance.

12 3 We also gave-advanced notice of rulemaking on comprehensive ,

24- quality assurance. The staff briefed the-commission in

[- 25 March of '88 and said, here is the final rule.

|
|.
|-

r

'
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1- This was a prescriptive rule. It says, you do the

-( 2 following 12 things, period. The medical community didn't

3 quite like this because they didn't want to be told how to

| 4 do it. If we just said to them, have a QA rule', it wouldn't

5 have been nearly as bad. We told them exactly what to do.
.

6 They didn't like that, so we looked at options and

7 the Commission chose to have a performance-based rulemaking.
|

-

8 It's very important to keep in mind that what we have is a |
l 1

9 performance-based rulemaking. Following that in '88 we had

10 one public meeting where we took the ACNUI and we said we're
~

11 going to' create a subcommittee and we're going to entertain

L 12 public comments.

13 We held that meeting and then in January of '89, i
, '

'

'14 we had.a two day meeting with selected medical use j

0 15 licensees, 9 licensees per day. On one day we had the

16 therapy folks and the next day we had the
)

17 radiopharmaceutical folks.

18 Then in March of '89, we met with the QA' committee !
I

19. of the American College of Radiology in Philadelphia to 'e

'

20 discuss the regulatory guide and some ideas for the rule and

- ,

,
21. obtained their advice. In June of '89, we did the draft !

'

L

L 22 proposed rule.

23 This was like on the 1st of June and on the 30th

l24' of June, the Cor-ission said, make some changes. We made 1

4
-

25 the changes and we gave it back to them. In August, the

|

l

l

:

I

- . _ _ _ _ _ _ _ - . _.
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| 1 Commission deliberated on this rule from August to December,
1

2 a rather long period ot time. We got what we call a staff

3 Requirements Memorandum in December of '89. It said, make

4 the following changes and publish it.

5 So, we published it in January of this year in the
.

6 Federal Register. The Staff Requirements Memorandum said to

7 do a pilot program, so we started our selection process for.

8 participants. Part of that process was the letter to each

9 agreement state, saying, we want to be able to select

10 volunteers from the agreement states.

11 If you would allow your licensees to be selected -

12 - we can't guarantee you'll get somebody, but if you happen

13 to select somebody, please agree to that. Secondly, send us

14 a list of your licensees according to these programs. All

15 states did; all agreement states did that.

16 In March and April we conducted what are called

17 the pretrial period workshops which were a one-day meeting

18 each in five locations around the NRC's five regions. In

19 May, the 60-day trial of the rule was started..

20 What that means is, during the first workshop, we

'

21 explained the rules to the volunteers and we told them what

22 we wanted them to do. They were to develop a QA program

23 which met the rule, but if there were any conflicts with our

24 proposed rule and state requirements, Mr. Bolling was there

25 at the meetings and he stood up and said, you follow the

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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1 state. requirements during the 60-day trial period; right,

'( '2' Mr. Bolling?

3- MR. BOLLING: Right.

4 MR..TELFORD: So, the trial period was conducted

5 and now we have a group of 60-odd licensees that had done ,

6 more than just thought about this or talked about his rule.

7 They actually tried it for 60 days,
'

8 We skip ahead to this item because actually it was

9- August and September and then even into October that we have

10 five more -- we had four workshops and -- scheduling of

11 .these folks was very difficult so we had a' makeup session in

12 October in Rockville in our attempt to go.the last mile to

13 get the input'from these folks. We had two-day meetings and

14 we went through the rule, the reporting requirements and the

'i-15 guide with these folks. -

16' We said, now that you've tried this, we want to

17 ' hear about.your experiences and we want to here how you

18 :would'want to apply this proposed rule. We conducted those

19 meetings -- I only have one bullet up here on the meetings. *

'20 I apologize that my viewgraphs are woefully out of date.
,

21- 'For' instance, I don't have a bullet here for the

22 March meeting with the' representatives of the four agreement

23 states. In August, we met with the ACNP and SNM, an all day

24 session in Rockville. Now, let's see, let me think.

' (' 25 On November 19th, we had our first meeting with a
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31 group of.five-societies.- It was'AA, PM, ACMP, ACR, AES and-
.

2 ASTRO. Doesieverybody know those societies? i
:( I

3 We met on November the 19th. -We-didn't complete i

4 -our discussions,-so we held'our second meeting with them on >

5 December the 15th which was last Saturday. We met yesterday

!
' 6 -in Chicago with the JCAHO because a lot of folks like~our

,

7 volunteers and others have told us, gee, you know, JCAHO was !
~

!

8 already doing;part of this. You better go talk to them and )

9 find out how you interact with them or how you can minimize

10 the impact to the licensees.
.

!

Lil We did that. That. covers our meetings.

12 MR. CAMPER: Did we mention the ACNP and SNM in
i

13 July? >

141 MR. TELFORD: Yes,;and.we've got ACNP and SNM.

-15 'Does'that answer your question?

'16 - MR. FRAZEE: .No . !

ie
17 MR. TELFORD: Okay, what's your real question?-

c18 MR.'FRAZEE:. For.the-'last few series of meetings,

H19 what has been their input?' What did they object to? What.
e

20 has been your. reaction? It's building on:the same thing.
.

21 You'velgot a January version and then there have been.,g

22. discussions that'have come along and internally, you're.

23 digesting this and you're making decisions at a staff level

24 and the -- you're taking all that stuff in and you're being-

' 25 real good about dealing with all these groups and

. - - _ . .-. . . __ . . - . . - .- ,
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l' everything,-but from our standpoint, it's all going into a
,

2 black hole and we're not seeing anything come out.

3- I'm asking, what's going on in this black hole? i

4 MR, TELFORD: This question does not bother me at

5 all, because I've heard it 14 times. And the way I will
.

6 address this is the way I've'done before, is'when we go

7 through the rule, I'll tell you. This is a term people
,

8 don't like. They don't like this objective. Here's what

9 we've-done.- Okay? So I'll lay it out for you.

10 MR. WHATLEY: Was the draft -- what was discussed

11 'in your latest meetings?

12- MR. TELFORD: In all those meetings --

13 MR..WHATLEY: The' proposed changes, or the --e

14 MR. TELFORD: The proposed rule, as published?
,-

15 MR. WHATLEY: In January?

16 MR. TELFORD: Yes, sir.

17 MR. WHATLEY: Do they know it is being revised?

18 MR. TELFORD:- Well, as we met with the various

19' societies, each one had a different point of view. And some
,

20 things that'they wanted to do, we could say yes to. It

21 sounded good to us. Some things we had to say no to.- We ~

had a lotlof discussion. What I'mireally going to bring toD22
,

23- -you is the fruit of all this labor, and say, guys, this is

24 the latest.

[ 25 MR. WHATLEY: You weren't revising -- well, I

i

.

.
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1 guess you've continually been revising, as you receive

~2- comments'- *
.

l '

'3 MR. TELFORD: Well -- I'

-4 MR. WHATLIY: To get down to it, I called you a

5 Week and a half or..so ago and asked you did I have a current-

6 copy of what was going to be discussed here today. And the
i

.-- 7 answer was yes.

8- MR. TELFORD: That's right.

9 MR. WHATLIY: And I get here this morning and find
,i

10 out that -- well, I don't want to quantify that.

*

11 MR. TELFORD: You found out that we've been

12 working on the rule, we've made changes, and that the

13 , changes.are in our' head, and we're here to share those with

14 you and discuss those with you. At this point, we want to
|

| .

.

.

I think they are tentative' changes.15. be honest with you.
|
;

I ~ 16 I'd like this group to accept those changes, but you :nay not

17' -like them. So I don't want to call them final. Okay? I
:

18 don't want to give it to you as a fait accompli, and lump it
:

.

[. 19 or like it. It's here's what I'm going to suggest. I'm
|.

~20 here to. discuss those things with you, to gat your input. I

21 want to know how you have changed this thing. I.can tell
|
i 22' you what we-thought of it so far, and we're going to update-

23 it as_we move along. But I think we have ample time to go

24' through it piece by piece.

f 20 MS. ALDRICH: I guess, John, one of the things'

.,
__ _ _ . _ _ _ _ _ . _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _
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1 that bothers me is that you've been going along.with-this in

T,- 2 kind of an evolutionary process. And for us, it's like big

3 gulps. You know, we had the original rule last January. We

4' all lived with it for a little while. You had that meeting
.-

5 last March. I think we had all digested it by then and come
.

6 to, it seemed to me, all the state people who were there

7 agreed. It was really rather unnerving how wel1~ people !-

8 agreed.

9 Now, it's nine months later. And obviously,

10 there's a different animal that's going to be discussed.

11 And again, for us, there's been nothing in between. It's

12 like a time warp. And I think part of what I'm concerned
t-

' 13 about is that you're busy, we're busy, you know, everybody
1
|

14- is more busy than they should be probably, and you get

| 15 busier, because you have' financial problems in the state.
|

16 It's Iard to carve cut time-to catch up with something

! )

17 that's very different and yet very important. Why couldn't

18' we have been a part of the evolutionary process?

'19 MR.:TELFORD: This is it- .
,

,

20 MS. ALDRICH: No, no. Why couldn't we have been
'

21- invited to the meetings that you had with the professional

22 ' societies ast it went on?

23 MR '. TELFORD: Excuse me. They were public

:24 meetings. They were announced in the Federal Register.
!

25 MS. SALUS: I'd like to make an observation, which

. ._ - _ _ _ _ _ - - _ _ _ _ _ . _ . --
-
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1 is, there was a meeting in Illinois yesterday that we

2 probably would have sent a representative to, had we not

3 found out about it around 3:00 O' clock yesterday when our

4 Federal Register notice arrived.

5 Now, I know it was in the Federal Register. It
,

6 also had the notice for today's meeting, which we had found

7 out about directly. But Federal Register notices are great
,

8 for information.about following up on meetings that have

9 occurred, but because of the time constraints of getting the

10 things published and getting Federal Registers in the mail,

11 which is nothing to do with you, the reality is that it

12 ~doesn't usually work as a meeting announcement for people

13 who aren't specifically invited.

14 MR. BOLLING: It usually takes about a good five

15 days or so, from the time a notice gets to our office to the

16 time it_gets to your office. And I'm.not_sure how we can

i =17 compress that time, except that when we recognize that

18 there's a meeting like this one,.we will fax it to you. And-

19 there's no faster way to do it then that.
,

|
20 MS. ALDRICH: Well, I mean, at the time the

| 21 meeting was agreed upon, the states were notified. And'

22 there must be several weeks of lead time.when you set up a

23 meeting with major organizations.

24 MR. BOLLING: .I think you're suffering under a

I 25 slight misconception. We're telling you that there's been

1

__
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1- changes to the rule. You're anticipating that there are

2- great changes.j.

3 MS. ALDRICH: No, I'm not really anticipating

4 anything. It's just that, oh, for example, even Part 35
1

5 when it was adopted, I think we all looked at it to some
.

6 extent, the parts we were interested in. There wasn't an

7 issue of compatibility. I don't know how close attention ,

8 states really paid to it. But the whole criteria, for

9 example, for the reportability of diagnostic

10. misadministrations, I don't think anybody looked at very

.11 closely. !

12 When I looked at the revised, or the QA rule, and

13 saw-those, to me they were new, because that's how little '

14 attention I had. paid to what was in the original Part 35, '

15. because I disagreed with it. And it takes a while. You

16 have to internalize these things, think about it, talk to

17 your own licensees before you come to a reasonable
|

18 conclusion on whether or not you think that that's a-good,

19 ! bad, or indifferent regulation. ,

20 And we're at a built-in disadvantage, having

.21 things sort of sprung on us new all_the time, instead of
'

22 being part of the process that led to it.
I

23 I mean, we've talked to the local, the state

! 24 chapters of all of the organizations that you've talked to,
.

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

|

|

. _ _ _ _ _. - - _ _ _ _
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1 formally, the Astro for. example. You have talked.to the )
I

2 .AAPM, the ACR people. 'In fact their lobbyists are'in and )

'3 out periodically. ]
i

4 .That's not the same as being at a meeting and

5 hearing.at the-same time as you are, so we're all hearing

'

6 the same thing, the national society give you whatever j

7 input, say, the ACR has on this rule. If we could all hear
.

8 it at the same time, it gives us the same kind of lead time

9 to think about that and internalize it. And I think we're-

1

10- always coming in on' things later than you. It's not really

11' being kept up to speed. We're not really being treated as

12 participants in the process.

~

13' MR. TELFORD: What do you call this meeting?

14 MS. ALDRICH: This meeting is nice, but it's nine

' 15 - months since the-last meeting, and so much has gone on --

~16 MR.-TELFORD: Would-you like to know whdB I've '

~ 17 been doing in the nine months? I've been doing a pilot

~

18 program. I don't have. time to meet with you every three

'19 -' months.
.

.20 -MS. ALDRICH: Yes, but that's nct really what I

| 21 wanted, John. What I'm saying that I would, we would have..

:2 2. wanted, was for everybody to know what kind of meetings.were

23- happening, when. Just so that all the states knew whether

24 they could get there or not or cared or didn't care.

{-
25 MR. BOLLING: I think we've pretty much kept the

. _ . __ . . . ..-
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1 states aware of what meetings were going on. We never

)( 2 anticipated that many, if any states would want to travel to

3 the ACR meetings that'NRC was holding. We had a standing

4 offer for every agreement state to attend the four pre, or

5 five pre and five post-pilot program meetings. Obviously, ,

6 dollars are a concern, in your areas as well as ours. We

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

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

9 think we got'a single request to do that.

10 MS. ALDRICH: Well, first of all, Lloyd, the

11 notice we got on the pre-workshop in New York State, if
,

12 that's the one you're talking about, before the pilot

13 program, it was two-days notice.;

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

15 one of the five.

'16 MS. ALDRICH: That was the one that was in New

17 York State.

-18 MR. BOLLING: Well, we had people attending from

' '

19 across regions. We had a physicist from New York, I think

20 it was, or Massachusetts, attend.one in California and
.

21 another one in Georgia. And so it wasn't strictly divided

22 according to region.

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

_

have gone to, and I got two days notice, which is not enough24
y

'
25 time for me programmatically to go anywhere, even if it's

.
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1 within the state.

'
2- MR. TELFORD: How about the Philadelphia meeting?

1
'

3- MS. ALDRICH: The Philadelphia meeting I didn't

'4 know about until after it was over. The December 14 meeting

5 in Bethesda --
,

6- MR. TELFORD:' December 15.

7 MS. ALDRICH: -- December 15 meeting you told me
,

|

8 about'when I spoke to you on the phone about this meeting.
1

9 and I had asked that this meeting if possible be scheduled

10 for the Friday before that meeting so we could get to it.

11' MR. TELFORD: But I let the conference select the

12 location.and the date, the dates.

13 MS. ALDRICH: I understand that. I understand

14 that. But I mean, I wouldn't even -- I couldn't get to that

15 meeting. But I wouldn't even have known about it had you

16 .not said it to me on the phone. We didn't receive any

17 notice that meeting was going to take place, John.

18' I'm sorry, I don't mean to be 1ike endlessly

19 -complaining. I'm just trying to get you to understand --
-

L 20 MR. TELFORD: Why don't you write a letter to, Mr.
|

- 21- Miller?
'

22 MS. ALDRICH: Yes.
,,

L 23 MR. TELFORD: Because I'm here-to talk about the
t

24 rule,Lokay? I want to work with you folks. You seem to

25 have complaints against the way that the NRC is interacting

.. - . . . - . .. . . .
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L 1 with the agreement states. I'm sorry. That's not my job.

A 2 MS. ALDRICH: Okay.

3 MR. TELFORD: I work on this rule.

4 MS. ALDRICH:' I understand that, John. I'm just

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

6 deal with something that has evolved to a certain point?

7 MR. TELFORD: Could we go forward?
-

8 MS. ALDRICH: Sure.

9 MR. TELFORD: Because as far as I'm concerned, I'm

10 the driving force that brought about this meeting. It's

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

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

13 rulemaking. And T've already told you, if you're not

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

15 February.

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

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

18 of the agreement states asking their availability on this

19 meeting. And so I have tried to work with you on it. And -

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

21 appreciate the opportunity. I was just trying to give you

22 some perspective of how we find it difficult to evaluate

23 something that has grown during a period in which we haven't

24 had really any knowledge of what's been going on,

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

i

|

.__ _____
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11 it?,,

2- MS.-g - ALDRICH: .Okay.

:L MR. TELFORD:. Because I don't seeLhow you can even

14- -make_those statements unt'il you've seen it.

5 MR. WHATLEY: John, I think it sort of seems to me
- ..

6 that there's a perception that the agreement states are

7- opposed to what NRC is doing, and NRC doesn't want to ask;-
. ,

8 the agreement states, because the expect the agreement
.

'

9_ _ states to-say-something negative.

. 10 I don't think that's the case at all. I think all !

l

,11. the agreement states support quality assurance. I certainly

L 12 do. And I've told you that before. And I understand where |

13 Rita is. coming.from.

14' You know, you put a long. list of dates up there. '!

15. We had one meeting in March, period, as far as the agreement
*

I:16 states are concerned, until today.

|17 I think'we're all, I'm certainly committed-to help

18 you write a rule, the best_ rule possible. And I think all- [
t

1

a J19 'the'other states would say the same thing. And that's-alli

L L20 =we're asking.to do. 4

'
21J I don't.think NRC has a' monopoly on all good

c22- ideas. There are a' lot of people,-I think people in your ;

23 regions, NRC regions. 'They write licenses. They are

24 inspectors. They.ought to have tremendous input to
.I;

I- 25 something like:this. _I think all agreement states should.
n

L
t

-

'

f
! --~,
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1 And I think when you do-that, you'come up with a_ document

T~ 2 that is supported by everyone. .It's this-almost behind-the-

3 scenes; stuff,-.that we're going to talk with one group, and---

4 that kind -- it's a' lack of communication, is what it boils !
~

15 down_to. Nobody knows what's going on. We certainly don't. '

6 I= don't. .And I would have liked to have had more input to
- \

7 it. I

8 I served ~ as Chairman of this committee. My only |

1

9 input was to be invited to that meeting in Washington. The

10 rest I found out by. reading the Federal Register.

R

11 MR. KULIKOWSKI: Just to support what Kirk said,

1

12- we're already got a QA program on the books.

13 MR. WMATLEY: I think the states support this.

14 MR. KULIKOWSKI: You've got to have support.

15 MR. CAMPER:' I believe that statement that the-

.16 states support it. And what I want to do-is truthfully work

~ 17 with you guys and see if we can come up with a mutually-

11 8 ' agreeable final rule.

.

19- MR. UHATLEY: I'll just share with you my gut

20 feeling about this meeting. And I hope it's wrong.- My
,

21 feeling was that you know, here a meeting has-been-held with

22 everybody-else,-and somebody said well, what groups have we-

23 left out, and somebody just said well, hey, the agreement

f states haven't been included, maybe we need to go on record24

1

25 of having a meeting with them. I hope that's not the case.

- - - . -- . - __-- - . ___ ___ _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ - _ _
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1 But that comes across. A~ lot of people have called me and
1

2 ~ shared.that opinion with me.
.7

\.

3 MR. CAMPER: Let me tell you something. This
!

-4 meeting today is taking place because I came back to the
!

5 agreement states, with the genuine concern and interest in )
.' q

6 getting as much input from the agreement states as possible. 1

7 I said in thtt meeting that the origin of this..

8 rule predates me and.my current position. But I came away

9' with the feeling'that perhaps more needed to be.done to get

10 direct input from the agreement states. It was an oh, after

11 the face,.we forgot the agreement states. I came away with

12 some very constructive discussions and some genuine concerns

13 being expressed. And I thought we needed to.look at these

14 issues.- I went back to John Telford. .They agreed, totally

15- And we said right then and there,'let's get this thing

16 together, because the agreement. states don't want to find

17 - themselves in the position of having a rule on the street
,

!
| 18 that.either A', they haven't.had'a chance to comment on,oor
L

19. they get_a. chance to comment on it late in the game. They. ..
1

! :20 want constructive workshop, sleeves-rolled-up input. That's
|

'
.21. why this is taking place. It's not an oh, after the fact.

22 MR. WHATLEY: I'm glad to hear'that.

23' MR. CAMPER: And also, with regards to time, one|

24 thing you need to try to appreciate is, since August we have
I' s

! 25 been involved in 11 or 12 meetings. Unfortunately, whether-

W J 4' - * gr us- :*e 1 g i_-'y-w r gd-t 9' y -.- r- -- 89----+-1& 1 Tr
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. .. . . .

.
. .. . .

.

. _. _

.

46

1 you like it or you don't like it, the agreement states,

t 2 while they are very important to what goes on, are only a

3 part of the process. We have tried very hard to meet with

4 all the players, just like we're trying very hard to meet

5 with you now. And I suggest that we spend the rest of our ,

6 time trying to construct a rule. If you don't feel that

7 you've gotten adequate communication from the NRC, or if you -

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

9 write a letter to Mr. Miller, telling him. Because it is

10 our interest in the medical area and in John's shop to see

11 that you guys get as much input as possible. We'll meet

12 again. We'll get a draft to you, we'll talk by phone, we'll

13 work with you. Okay? But if it's a communication problem

14 or an administrative problem, write the agreement states.

15 Give them a letter. Tell them. Okay? Let's cpend our time

16 constructively, that we have left.

17 MR. COLLINS: May I make one suggestion? Could we

18 take a ten-minute break and then come back and let John

19 start off with his prepared presentation and go through it, -

20 and pick up discussion after that?
.

21 (Brief recess.)

22 MR. TELFORD: Let's go back on the record.

23 For the next item on the agenda, let's talk about

24 the proposed rule. I'd like to go through this in the

4
25 following fashion.'

. _ _ _ - _ _ _ _ _ _ _ _ _ _ -
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1 I'll put up some view-graphs that are cryptic

( 2 descriptors of what part of the rule says. What I would
,

3 like you to look at is a copy of the Federal Register with

4 the proposed rule. Anybody who doesn't have a copy of that,

5 raise your hand and we will get you one.
,

6 MR. DUNDULIS: If, as a result of discussions

7 you've had with various groups, if there is going to be any~

8 differences in either style or substance between

9 institution-based operations and private-practice

10 operations, would you make a point of emphasizing those?

11 MR. TELFORD: Generally, I don't think so. I

12 think there's going to be any diffe:ence.

13 MR. CAMPER: The only thk.g tlat might help you

14 there would be the JCAHO possibiliry, ,en we get to that,

15 we can share with you what JCAHO was proposing.

16 MR. DUNDULIS: Thank you.

17 MR. TELFORD: I'd like you to look at this two

18 ways.

' 19 The first way is what you would do with each part

20 at this proposed rule, how you would modify it, or delete
,

21 parts or retain parts or modify parts.

22 Secondly, I will give you some additional

23 information that we have come up with as a result of our

24 meetings and our working sessions with the writing team.
,

<

25 So, I'd like you to sort of consider it
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1 independently,.as if you were looking at this and telling us

ki 2 what you do, because there are two people here that have

3 told us their suggestions before. No, three, excuse me.

4 Sorry, Terry. Three people. And the rest of you, we

5 -haven't gotten firsthand input from before. *

6 So, let's do it in that fashion.

7 Let's start off with the name of this rulemaking.
'

8 We currently call it a basic quality-assurance program.

9 First of all, the word " basic": It has been |
.

10 suggested to us that we drop that word. It may be a good.
i

|

11 idea to say this is just the program. This is the quality-

12 assurance program.
|

13 Its objective is to ensure that the byproduct
,

p 14 material is administered as prescribed. So, let's go for

15 .that intention.

Secondly, if we;need to add a chapter, like on I16

17 training, for instance, or on maintenance of machines or.

18 whatever, we don't call it basic. We just say this is the

'

i 19 program. It's logically apparent that we can do that.

20- So, there's the first idea that I want to throw
.

21- out.

|

L '22- Secondly, on the title, in our discussion with

| 23 volunteers in the pilot program, they mtde the suggestion I
|

24 am about to give you. The five societies that -- the ACR
y

25- and four others that I told you about have made this

1

l

I

. - . .-. _- ._ - -- . - . -.
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l' . suggestion, and the JCAHO made it.

j L2- It is that don't call this quality assurance. The

3 first reason is'that organizations like JCAHO, the-ACR, the
1

4~ ACNP, etcetera, etcetera, have been working on quality

5. assurance, as they. view it, for many years. The way they
,

6 view it is this is the program for the entire hospital, in

7 JCAho's point of view.-

8 Therefore, we're coming in, and we're looking one

9 or twoJdepartments, very narrow focus. We're only focusing i
|

L
.10 on the byproduct material. We only want to make sure that

11. that-stuff._gets administered as prescribed.

12 So, it's really confusing to the licensees and to

13- these societies. The best that we-have come up with so far

14 is " Quality Management Program," not quality control, not
4

.

15- quality assurance but Quality Management Program,
l

16 Now, I want to take you along with me here, step

17 by step. So, let me hear some comments, please, on the
,

18 title.

19; MR. DUNL'JLIS : Instead of coming to quality.

|

20- management, why not 7.he obvious, " Byproduct Material Quality

21 Assurance Program"?
1

22' MR. TELFORD: Well, the first part of that is

23 okay. But-the second part has the same deficit that our

24 original title had, namely that it causes confusion by

c

25 connotation of the phrase " quality assurance."

d

' ,

- - . . _ _ . _ . , _ _ . _ . _ _ . _ _ . . _
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1 When the physicians see it, they say, oh, I know

| ( 2 what this is. I've been doing this for years for JCAHO.

I 3 Bu. then, we come in and say no, no, we don't mean all of
4

4 that. We mean this little } ud; here.

5 So, it has a very confusing connotation, and it's
,

6 gotten us a lot of flak and a lot of heat from various

7 people. -

,

8 MS. ALDRICH: In our guide for teletherapy, we've

9 been calling it quality assurdnce for over a year now, and

10 it's one of the appendices, and we've been using the ACR

11 quality-assurance program. No one has commented. That's

12 what the ACR calls it. We haven't had any of those types of

13 comments.

14 MR. SHARP You're getting another term which

i

15 you're going to have to define. You don't think that Bill

'

16 is suggesting narrowing the focus of the QA is sufficient?

'17 In other words, this is not QA. This is not part of QA for

18 nuclear studies.

19 MR. TELFORD: I think that's an improvement to -

20 what we had.
.

21 MR. SHARP: I'd hate to you use another

A2 terminology, at least around here, at this table, QA, we're

23 getting used to.

24 MR. KULIKOWSKI: We have some QA rule on the books
,

L 1
i 25 and for public comment, and we have a large number of

!

. - _ - . _ - - . ._ - - . - _ . _ . . . .. _. - . . . . --- ._
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1 medical licensees, and we didn't have any negative comments

( 2 about the use of that term.
.

3 MR. TELFORD: Well, it's a funny thing about

4 public comments.

5 MR. KULIKOWSKIt I have talked to a lot of people,-

6 in the local societies, and no one has ever come up to me
.

7 and said this is confusing. They seem to know what it is'

8 and hone in on it, and most of our licensees haven't have a

9 problem.

10 MR. KLINE: John, you might want to talk about

11 yesterday's meeting with JCAHO, a parallel group, different

12 in objective, slightly, but similar in their approach
,

13 towards quality.
;

14 They're amending their current standards not to be

15 called quality assurance or a quality assurance program.

.16 They are amending their standards to, as I interpreted what

17 they expressed in the meeting, quality control and

18 improvement, because assurance was causing quite a bit of

19 controversy and concern as to what that meant.*

20 They felt that the assurance process is not as
.

21 descriptive as the improvement process, which is the intent

22 of what they want to do during their evaluation of hospitals

23 for accreditation. So, even within the groups which have

24 been doing this since 1970, there is some concern as to what
;- i

25 assurance is, a definition of quality assurance, quality

. _ . _ _ _ .-

. _. _ . .



-. . __ _ ___-__-__

.

53

1 control, and similar terms.

2 MR. CAMPER: Let me add, if I may, that some of(
3 the things we've heard, also, about the term " assurance" and

4 then you look at the objective, and we use the word

5 " ensure," there seems to be a concern about " assurance" and
,

6 " ensure" as being something that we're going to inspect, and

7 there are those that said we cannot ensure this. * -

8 The purpose of a quality assurance program or ths

9 purpose that we're trying to get at here is to prevent some

10 things. We can have that as a goal. We can attempt to do

11 that.

12 MS. SALUS: When I hear " quality assurance" in the

13 context of a medical rule, and it's in the title, it implies

14 quality of medical care, which I don't think is really a

15 target here. So, maybe something along the line of " patient

16 safety program" or something like that, because we're not

17 really concerned with whether or not the patient is getting

18 a good medical treatment so much as whether the right person

19 is getting what's been prescribed, I think. -

20 MR. TELFORD: That's exactly it. We have heard
.

21 that from physicians that were volunteers.

22 MS. SALUS: We've heard that, too.

23 MR. TELFORD: We've heard that from the ACR and

24 other societics. We have heard that from the ACNP and the

f 25 SNM. We have heard that from the JCAHO.

|

- _ - _ _ _ - _ _ _ _ - - -
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1 That's the connotation everybody has, is quality

g 2 of care, when they hear the term " medical quality

3 assurance." So, it certainly got our attention.

4 MR. SHARP: I am not sure your goals, your final

5 goals are that far removed. Consider the diagnostic and
,

6 therapy end points. You're trying to assure precision of

~

7 treatment, correct treatment.

8 MR. TELFORD: Well, what do you mean " correct"?

9 MR. SHARP: Identity.

10 MR. TELFORD: Identity with what's prescribed.

11 MR. SHARP: Yes, the patient.

12 MR. TELFORD: If the authorized user prescribes

13 anything, in that person's judgement, that involves proper

14 material and that is delivered, then we're happy. It

15 doesn't have to be necessarily correct for the patient.

16 That's a medical decision. That's where we're trying to not

17 infringe in that area.

18 MR. KULIKOWSKI: I just had a meeting with our

19 attorneys at the New York State Radiological Society about-

20 that particular thing and the responsibilities of the
.

21 authorized user. The consensus among the Society people --

22 and the attorneys were there just to make sure overything

23 was legal -- and us, as regulators, was that we should not

24 be infringing upon "the practice of medicine."

25 In other words, one, we want to make sure the

_ _ _ _ _ - _ _ - _ - _ _ _ - - _ _ _ _ _ _ _ -
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1 authorized user is included in the loop, which I'm sure

6

4 2 we'll talk about in the next day _or two, and the second

3 thing is, you know, once that authorized user is involved in

4 whatever way to make a medical judgement, the supervision

5 and, by implication, the QA rule, which I still call it, is
.

6 to ensure that what the medical decision of that

7 practitioner is is carried out with a minimum namber of -

8 mistakes or with the least possibility of making mistakes.

9 MR. DUNDULIS: Kind of as a followup to what John |
|

10 and Bob were saying, I think we're looking at two things.

11 The most obvious is, I think everybody agrees, is

12 to use the lawyer term, " preventing adverse meiical

13 outcomes," but at the same time, I think we want, if for no
_

14 other reason than consistency, that if, in his or her

15 judgement, the authorized user of a facility has said unless

16 I authorize otherwise, if I just put a referral for a

)
17 patient as " brain scan," it shall consist of the following,

18 or whole-body scan or gallium scan, cardiac workup,

19 whatever. .

20 So, I think it's not only preventing problems but,

.

21 at the same time, for those bread-and-butter procedures that

22 are done, to establish rules how those bread-and-butter

23 procedures will be done, so that they're done consistently

24 and, at least, hopefully, will minimize any artifacts which

l'

- 25 might affect the way in which a scan is interpreted.

. ,. - _ . _ _ _ _ _ _ . _ _ . _ _ _ - . . . . _ . _ _ _
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1 So, I think that's an important part of any

2 quality control, quality assurance, if you would, error

3 prevention, that once a procedure is decided on, that it be

4 done consistently on each and every patient, to minimize the

5 number of error parameters.
e

6 KR. SHARP Okay. We've got a problem, slightly,

7 here.
,

8 You can make an analogy for driving the structure

9 of a car. You've got a quality assurance program that could

10 apply to driving a car down the highway safely that you

11 might relate to medical efficacy of the practice of a

12 physician, because you have -- the quality assurance program

13 that we're interested in is in the delivery system, or in

14 the car itself, which Lee Iacocca has now properly called,

15 and I think we can understand what he is talking about when

16 he uses those words.

17 We're talking about a technical delivery system

18 and looking at the quality assurance procram for a lot of

19 cars. It's too bad that JCAHO and the medical element nava
,

20 used the same terminology to describe efficacy and delivery

21 of the same final result.
'

22 I don't know that changing the terminology is

23 going to help us sell QA for the technical delivery system

24 any better. We'll just wind up with another term.

25 I think everybody in the medical community, in the

_ _ - _ _ - _ - - - _ _ _ _ _ _ _
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1 nuclear medicine community, pretty much knows what QA is.
(

2 You know, now if we come in with a new term -- just for the

3 sake of ridiculousness, call it " pink shirt" -- then

4 everybody's learning curve is going to be that me_h steeper,

5 until they get up with the new buzz words. '

6 I think we should stick with quality assurance,

7 quality control, because everybody uses it and knows than it |
|

8 means, and if we need to qualify it-to keep JCAHO happy,

9 then we need to rewrite the definition but not the term.
|

10 MR. TELFORD: It's not just'JCAHO.4

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

12 MR. DUNDULIS: There is another term. You could

13 use " quality commitment." It's the same thing.

14 MS. SALUS: What's wrong with not using a term at

15 all and just call it a program for prevention of --

16 detection and correction of causes of errors, have a two-

17 line header, and not refer to it as a program?

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

19 First of all, the use of the term " error" is

20 something that we're moving away from. We're going to
,

21 specifically state misadministration and event or raportable

-22 . events and non-reportable events. Use of the term " error,"

23 we've been told, is too broad.

c 24 We keep getting back to what is the objective of

25 this? The objective is to prevent so-called

.- . ._ - - - - - .. -. -- . . -- . . . . .- .
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1 misadministrations. Within this, there is going to be an

L 2 attempt to, perhaps, redefine what a misadministration is.
..

3 But see, the focus is very narrow. Perhaps the

4 title should contain some very narrow words that are

5 specific to exactly what the objective is.
,

6 Now, for example, you can quality management

7 programs prevent misadministrations. The problem is, of-

8 course, if you change the term and don't use

9 " misadministration." It gets a bit cumbersome. Management

10. program to prevent reportable events or something -- it gets

11 . cumbersome.

12 The problem with quality assurance is, it seems,

13 at least, this term has come to be known as something

14. throughout the medical community. It has a lot to do with

15 the quality of medical. Whereas, this rule -- the purpose

16- of this rule is very narrow and rather specific.

17 MR. TELFORD: Unfortunately, if you talk to

18 somebody that ras a quality assurance expert in an
.

19 industrial setting, an automobile manufacturer or an--

i

20 electric parts manufacturer, and that' person talked to a QA
,

21 expert in the medical environment, it would be like one

22 person from a different planet. They're totally different.

23 In the medical environment, when you talk to the

24 medical societies, they're thinking quality of medical care.
i

25 It's the entire department.
,

|

. , . . - , , - , - , , . . , , . , , . . - . . . . - , . _ . _ - . - _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ .
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1 MR. SHARP When you're talking to the medical

i 2 societies for physicians. When you're talking to medical

3 societies for technicians, you might find more acceptance of

4 QA.

5 MR. TELFORD: I agree with you. I've talked to
,

6 meetings, the technology section of the SNM, and they
| 7 understand what I'm talking about. I think it's a minor *

,

8 translation problem. We're just confessing to you that --

9 these are suggestions that.we have received.

10 Now, maybe we can just say either we need to

11 change the title such that it doesn't use QA, so it's a

12 prevention program or it's a quality management program, or

13 we need to narrow the focus. If we end up using quality

14 assurance, then we should narrow the focus.

15 MR. SHARP: I don't think that Larry's suggestion

16 was that far off, and that's a tad cumbersome:
~

!

| 17 " Misadministration Prevent Program."
1

18 MR. CAMPER: Well, the only reason I say it's

| 19 cumbersome, as we'll share with you later, is the "M" word. -

20 We're looking at the "M" word. It becomes cumbersome in
.

21 that example.

22 MR. SHARP: You're going to have-to define the "M"

23 word.

.24 MR. CAMPER: Absolutely.
'

4
'

25 MR. COLLINS: Particularly if you break that word

. _ - _ _ _ - - - . - _. _ _. . _ - . _ - _ _- - _ _ . _ - _ _ _ _ _ . . .
_
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1 down into three different words and have diagnostic events

2 and therapeutic misadministrations, diagnostici

\. .

3 misadministrations, all separately defined, instead of using
9

4 one generic term.
1

5 MR. CAMPER: What we'll do, Steve, when we get to
1

6 that point, John will step you through what our thinking _has

7 been thus far on that..

8 MR. SHARP The word " error" is nicely broad. But.

9 you've been told it's too broad.

10 MR. CAMPER: The problem we're hearing is that,

11 particularly folks in the AAPM and ASTRO and ACR -- you
.

i

12 know, the term " error" means an awful lot of things.,

13 " Error," as we have used it in this rule, is particularly

14 pertinent to misadministrations.

15 .For example,.one can make a mathematical error.

16 One can label film wrong. That's an error. But it's not.a

17 ' misadministration.

18' MR. COLLINS: All of the discussion on what we're

19 going ~to' call it, are we talking about the substance of the..

-20 rule?

12 1' MR. TELFORD: That's what-I was just trying to

22 say. I ;think we: have two ideas on the table.

23 One is to callLit something different; don't use

24 the quality assurance. term at all. The other idea is to

( 25 narrow the focus but call it quality assurance.
,

L
'

, _ . . _ _ .__._ . . _ _ _ _ , _ - _ _ _ -._ . . . _ _ __ ____ _ _ _ _ _ _ _ _ _ ____ _ _ _ - _ _ _ _ _ _ _ _ .
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1 So, let's leave it at that and move on, because

. 2 are some things, some ideas, that might impact on that.

3 Let me direct your attention to the first j

4 paragraph of 35.35. Let's take the first sentence, which
f

5 says that each licensee shall establish this program to |
f

'

6 prevent, detect, and correct the cause of errors in medical

H
7 use.

||
-

8 Now, that phrase, " errors in medical use," has j

9 also gotten us a lot of discouraging remarks and criticisms,

10 because the very phrase " medical use" brings up the ;
t

I11 connotation that we're stepping into the practice of ;

|
12 medicine. It brings up the suspicion of what kind of errors j

i'
. -13 are you talking about? Little errors, big errors, what

14 errors?

15 So, our best suggestion for you, what we're now I

16 thinking, is 'not to use the term " medical use" anywhere;

)
17. replace that with " administration of byproduct material."

18 Now, let's look at the word " errors." Our best

19- suggestion for replacement for " errors," because it's not -

20 very specific -- it's too broad and causes too many people

~

21 to be too nervous. !

22- So, we said, all right, we want a program to

23 prevent, detect, and correct the cause of what we will

24 define for you as events and reportable events.

f 25 MS. ALDRICH: I guess my comment really kind of
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1 takes us back to the QA, but one of the comments that I've

j 1 2 made on the proposed rule all along is that even though it's

3 called the quality assurance rule, there's nothing in it-

4 about quality -- about optimization, which in the evolution

[, _ of quality assurance in New York State, as we've used it in5-

6 the radiation program, it's related to optimization in

*

7 diagnostics, say,

8 So, we extend that to therapy, which seems to be

9 the way the ACR also uses it in their quality assurance

10 -progran. There is that feeling or that intent that we're

11 talking about optimization. And all along, your rule has

12 been limited to this focusing on error, preventing,

13 detecting, correcting error.

14 What about considering using, say, the JUAPM's

15 definition of quality assurance, which is a system of plans,

16 actions,-reviews, reports, records, whose purpose is to

17 ensure a consistent and safe fulfillment to'the dose

18 prescription to the target volume, with minimal dose through

19 normal tissues and normal exposure to personnel, and avoid
'

-

20 - the conceptive error?
.-

21' .I mean stick with the idea of insurance, of

22 achieving'the desired goal.

23 MR TELFORD: The problem with that is only part

24 of that's my job. As long as the byproduct material is

''{ 25 administered as prescribed, even if the prescription is
-

1

-- - .. - . . . _ _ _ . - . . _ . _ _ _ - _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . . . _ _ ~ _ . . -
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1 wrong, but if it's administered as prescribed, I'm happy; |
(-- 2 I've_done my-jobi

3 MR. SHARP: That's kind of new.
.

4 MR. TELFORD:- That's kind of new?

5 MR. SHARP There were dose ranges just a year or . ,

6 two ago.

7 MR. TELFORD: We will have to say dose not dose
''

8' range, and I'll tell you why later.- That's my' thinking.

9 That's our thinking so far.

10 MR. . COLLINS: A suggestion: On 35.35(a), keep al

11 of: the first twoLlines except the last word, which is |

~12' '" basic." - Delete.all of the rest until you get to the next-

t 13- to-the-last'line, and pick it up with the word " meet."

. 14 So,-it would then read, "Each applicant and
;

15 licensee under this program shall establish a written'

16 prograr" -- keep the word'" program" in the first line - "a

. 17 written program to meet the following specific objectives."

- !
18 MR. TELFORD: You'd drop " prevent, detect, and

'

19 correct the cause." '

20~ MS SALUS: The program is to meet these
.

' 21 ' objectives. That's what all.those specifics are directed at:

-- 2 2 - -doing.
!

- 23 MR. TELYORD: What's wrong with saying it twice?

| -. _i
24 LMS.~SALUS:- Well, apparently, " correct, prevent,

,

L

L 25 and detect the cause" are troubling words
H

i
I:

1

'
4 , . . , m, + . . . . . - ,, - - - - . _ . - ~ - .+- .._ . - _ , . _~ -,-..,..-..~.,.m,.... --,, -- ----.,_m.__- . - ,



-

63-
,

1 "misadministrations or errors." (

t 2 MP. TELFORD: Those words aren't troubling.
:.

3 MS. SALUS: "Detect, correct, and prevent" you

4 said weren't troubling. It's what you're detecting,

5 preventing, and correcting.
,

6 MR. CAMPER: That's not the problem either.

.7 That sentence, as we're thinking now, would say'
-

8- " detect and correct the cause of misadministrations or
1

9 events-in the administration of byproduct material."
L :

10 " Detect, prevent" and what have you are key

11 concepts that should.not be lost.
,

12 MR. COLLINS: So, the "M" word is not a major
1

13 problem,'as long as you define it and restrict it. We were
i

14 trying to help you get rid of the problem words.

115 MR. CAMPER: The only word that's a problem in

16 that sentence is the term " medical use." It will be
'

t

17- _ replaced,.as John suggested, by the use of the term

'18 " administration of byproduct material." And the word i

19 " errors," where you see it, would specifically say- ',

L 20 " misadministration or' events."
i

. . .
21 Is that correct, John?

22 MR. TELFORD:. Yes. We could talk about either

7'
23 events and reportable events, where " reportable events"

24- takes the place of the " misadministration" word, or we could

- 25 talk about events and misadministrations.

,

-pr g-" Y tp- g y1Weq ifpwy eyw-w y 's 4-e. eye -4 %-r- r-hemtw e- r rwm-i -w- --- i -ui +" .% er - "- P-,
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1 The sentence would read, "Each applicant or

'

2 licensee under this part shall establish a written," some(
3 sort of program, "to prevent, detect, and correct events and

4 misadministrations in the administration of byproduct

5 material."
,

6 Any other comments on-that?

7 MS. ALDRICH: Well, what was it, John, in the AAPM -

!

8 definition that you said was outside your scope? ]

9 MR. TELFORD: The part about insuring anything,

10 other than delivery of the by-product material.

11 MS. ALDRICH: So, it consisted, in say,

12 fulfillment of the dose prescription, is not what they're

13 intending?

14 MR. TELFORD: The save fulfillment of the dose

15 prescription is the idea that I'll attempt to capture in the

16 second sense.

17 MS. ALDRICH: But it's not really outside the

18 scope of-what you're proposing, is it?

19 MR. TELFORD: That part is okay. -

20 MS. ALDRICH: Yes.

.

21 MR. TELFORD: It's the rest of it that's outside

22 our scope.

23 MS. ALDRICH: Minimum dose to normal tissue?

24 MR. TELFORD: Yes. I don't -- we don't -- that's

's
25 outside our scope.

.- . . . - . . . - - _ - - - - - . .. - . - - . - . . -
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1 MS. ALDRICH: That -- doesn't that speak to some

\ 2 of what the errors have been, which have been not so much an

3 error in the dose to the -- on the central access, but what

4 we had in New York State. A number of the

5 misadministrations involved a dose that was in -- within,

6 plus or minus 10 percent to the target volume, but off by a

7 factor of perhaps a 100 percent where the dosimetrist had
-

8 misunderstood how to combine.

9 MR. CAMPER: Well, this has more to do with the

10 discussion of the threshold recording requirements, as

11 related to teletherapy and brachytherapy. I think when we

12 get to that, we'll share with you some of the findings that

13 come up in the discussions. We've had some thought

14 processes and efforts within our group to try to do

15 something about those definitions.

16 What's been very interesting, Rita is to -- some

17 of the most recent input, particularly from ACR about trying

18 to get into expanding that definition to consider normal

# 19 tissue or surrounding areas, non-target volume, things like

20 that. When we come to that part, we can shed a little more
Q

21 light on why that doesn't seem to work very well.

22 That really is all about the definition threshold

23 and what constitutes the trigger in which you work with.

24 MR. CAMPER: Larry?
r

25 MR. DUNDULIS: It would seem that one area of turf

- _ _ _ _ _ _ - _ _ _ _ _
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1 that NFC 1.as staked out prior to this is ALARA. It would

( 2 seem to me that if a technique, be it external beam

3 radiotherapy or udministration of radiopharmaceuticals: if

4 there is an established procedure, to localize that to the

5 organ or organs of interest and you, through misuse of the ,

6 technique, had irradiated non-target volume, then your

7 procedure is not ALARA and, therefore, logically, should be *

8 part of the quality control program.

9 MR. CAMPER: The same question.

10 MR. TELFORD: Same question. Why don't you state

11 it, because --

12 MR. CAMPER: Sure. Do, I understand that in a

13 teletherapy administration you wouldn't be concerned wit the

14 size of the field if a mictake was made and produced twice

15 the tissue volume, even though your central dose target was

16 irradiated properly. The irradiated ancillary material is
1

17 not a concern. It seems like it would be.

18 MR. TELFORD: No, no. This -- the definition that

19 Rita read said something like minimizing the dose to normal -

20 tissue,
e

21 MR. SRARP: Proper columnation, that's one

22 interpretation. Don't abandon your idea yet, but we need to

23 put a few more bricks in place on our wall before we can get

24 up to that point.
t

25 MS. ALDRICH: I think your tying, with the

.____ ___-__
..
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1 definition we're proposing, more closely to the reporting

( 2 requirements than we are. The definition to us means that

3 this is supposed to be what the goal of the program is. The

4 trigger levels for reporting an event, we don't think needs

5 to be -- to address every aspect of the definition.,

6 MR. TELFORD: I'm not sure I'm following.

7 MS. ALDRICH: In other words, the definition,*

8 itself, doesn't drive what the trigger levels for reporting

9 should be. The definition drives what you would expect the
f

10 quality assurance program to consist of.

11 Again, I guess, we're really -- we're going off in

12 - slightly different angles. We're going after quality

13 assurance and you're going after misadministrations,

14 detections of errors. That's not the direction that we're

!
15 heading in.'

16 MR. KLINE: See, I think, if I could interject?

17 It appears that your program is more in line with patient

18 care, okay, you're aligning more, I believe, in the

19 concept, with that of JCHO. We're not into patient care;-*

|

20 we're not into the quality. We're into whether or not the
, -..

21 physician prescribed the method and whether or not it was

22 followed out based on this-prescription,

L 23 If we go a little further and get into teletherapy
L

24 treatments and get into brachytherapy, it becomes very
5

25 difficult, from a regulatory stance, to come in and decide
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1 whether or not we organ dose at point A, though different

( 2 from point B, whether or not that was acceptable. That's a

3 physician's call, that's his judgment. We cannot intervene

4 in the medical decision process. '

5 It can be carried through your health department ,

6 to the state boards, they can review the case and decide

7 whether or not you practice accordingly, and then that goes *

8 on to malpractice and litigation.

9 We have to be very careful of that. This is a

10 criticism we've received from a number of medical groups.

11 MS. ALDRICH: It's interesting that that's the way

12 you interpret it, because that's not what is intended. We ,

13 intend to stick to the physics aspects 'f this and not the

14 practice of medicine aspect of it. But the physics aspect

15 is there, because if their quality assurance program in, for

16 example, their dosimetry or the computer dosimetry program

17 their using is not QA'd to be assured that their dose '

18 distribution is going to be as intended, as well as his

19 central access dose. That is a physics consideration, '

20 that's not patient care.
.

21 MR. CAMPER: Would you agree, though, that the

-22 case-that you're making would call for broadening of the

i 23 definition of misadministration?

24 MS. ALDRICH: No, I don't think that it needs to.
f

! 25 I don't think --

{
i
,
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1 MR. CAMPER: How can you get into discussions

2 about multiple tissue, target volumes and what have you and(
.

3 not expand the definition of misadministration?

4 MS. ALDRICH: I -- as I said, I don't think the

5 one drives the other. The whole idea of what is an error
.

6 and what's an error of significance enough to report, has

7 been NRC's concept and you're the guys who first decided.

8 their should be such a thing and that they should be

9 reported. I don't know what the rationale was in the

10 beginning, but, apparently, that reporting requirement was

11 put into place, it seems, without a rationale that would be

12 -- that could be supported, for example, some sort of

13 radiation biology strong basis.

14 MR. KULIKOWSKI: I'd like a clarification from the

15 NRC. It's my understanding that NRC considers the use of 2

16 different concepts as mutually exclusive and those concepts

17 are ALARA. No way it would apply to patient. Well, the

individual m.mber the public is a patient and the current18 e

13 rule that we're working on are those mutually exclusive to.

20 the NRC and that ALARA applies to workers and releases to

'

21 environment and that's all that applies to?

22 MR. TELFORD: Let me attempt to address that

23 question by looking at the next sentence in here, because --

24 the first sentence -- let me attempt to clarify here.

( 25 We're trying to express to the licensee exactly

|
|

_ . _ _ _ . - . - _ - _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ - . _ -
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1 what we're going to go after here. So, we're saying to the

( 2 licensee, in the first sentence, establish a program to

3 prevent and correct the cause of, let's say events and

! 4 misadministration, and we've got to understand those terms,

5 in the administration of by-product material. ,

j 6 Now, we will -- in a minute, I'll define for you

7 what we're -- what we might call events and what we might -

|

8 call misadministrations.
1

9 The second sentence addresses the t chat Steve |
|

10 brought up. What's the purpose -- what's . What's ||

|

11 the objective of this program? We had writte. i.it the

! 12 objective of the program was to provide high con #idence ^t

'

i 13 events and misadministrations in the administr. a. we my-

14 product material, would be prevented.

15 People didn't understand and don'' ." eel

16 comfortable with saying the objective is to prevent these 2
!

17 - types of mistakes, even though we said high cont'idence, they

18 have -- they're reading into this that we intend to prevent

19 all errorst that zero is what we're going to try and drive -

20 to. We get long, detailed arguments about why that's
.

21 impossible. Well, gee, that's fine -- we said high

22: confidence. We meant, close to the zero-error rate.

23 So, we would like to change that second sentence.

24 See, the reason that, Steve, your comment is appropriate to

( 25 this is, during these various discussions, people have said,
|

- ._ .-.- . -.- - . _ . - .- . . - _ . . - - . . _ - _ _ . - - .
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1 ch, the purpose is minimization of errors or minimization of

( 2 mistakes, or the goal should be to drive the errors down as

3 low as reasonable achievable.

4 We said, no, no, no. Our goal, however,

5 unachievable it is, our goal is no mistakes. That's tot to
.

6 be the goal of the program. You don't set out to build any

7 widgets with .1 mistakes in it, or 2 mistakes in it; you set*

8 out to build it with none. So, we kind of fussed around

9 with this sentence and we've come up with something like the

10 following, that the goal of the program is to ensure that

11 by-product material is administered as prescribed. In other

12 words, the goal is to make no mistakes.

13 MR. KULIKOWSKI: Getting back to what we just said

14 and admittedly, in our QA, we bar that phraseology from APM,

15 what's wrong with just stopping and saying the program

16 should be designed to ensure consistent and safe dose

17 prescription?

18 MR. TELFORD: That's the same sentence that I just

- 19 said, I guess, with different words.

20 MR. KULIKOWSKI: Minimum dose and minimum tissue -
.

21 - minimum exposure.

22 MR. TELFORD: Yes, that's outside our charter. If

23 the states want to bring that in individually, you're

24 welcome, but that's certainly -- that's not out job.

(
25 MR. KULIKOWSKI: I have a question about what was

!

. _ _ - _ - _ _ _ _ _ _ _ _ - _ _ - _ _ _
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1 said earlier, just a clarification. The purpose of the QA

2 doesn't really impact on patient care. Quality issue and(
3 patient care -- don't see how you can say that?

'4 MR. KLINE: Well, the focus, by JCHO, is patient

5 care, clinical activities, is contributory to the admission
.

6 are the goal in that treatment process. Certainly the rule

7 makir g process here does impact patient care, but not in the -

8 clinical sense. We're looking more toward following by the i

9 physician.

10 If the physician, for example, erroneously

11 practices medicine, that's outside our privy. ,

l

12 MR. KULIKOWSKI: I agree with that. I think it's

13 just a different phase of the patient care. Obviously what.

14 we're doing is saying to the authorized user physician,

15 you've made a medical decision. What we need to do is to <

16 from that point to the administration arid make sure that's
)

17 done correctly, regardless of what your decision is.

18 MR. DUNDULIS:' John, I think there are 2 very

19 important words, and I like Bob's definition better than .

20 yours. You said " consistent fulfillment of the
.

21 prescription."

22 MR. TELFORD: No, I didn't say that. No, no.

23 'ihat was somebody else's words.

24 MR. DUNDULIS: All right. All right. But I think

I 25 the important words that are there: " Consistent and Safe."

.. .. - -- .. .



.. _. -

73 |
1

l' I think the "and safe" is very important. '

. i, 2 MR. TELFORD: What does " safe" mean?

3 MR. DUNDULIS: Well, I'm saying, it puts a

4 qualifier because you can consistently be doing it wrong.

5 MR. TELFORD: If I -- we say safe, we're going to,.

6 have'to explain what we mean.

-- 7 MR. DUNDULIS: I mean, I want to get to a point
,

8 that, you know, not only consistency, but consistently

9 right. So, safe to us is, if it's administered as

10 prescribed. That's not only right, but we have to accept

11 that.
l

12 MR. TELFORD: Okay.

13 MR. DUNDULIS: That is safe by, you know, by the

14 . bounds of'our charter, that is safe. I mean, I thought I 1

15 heard you say " consistently" --

16 MR. TELFORD: No, no. I didn't say that. Let me

17 _try this again. There's 2 ways to say this sentence; one is' !

18 'in the negative and one is in the positive, okay. In the

19 negative we can say, the: goal of the program is to prevent-

20 events and misadministrations. The-positive way to say it
.

21 is,:the~ goal of the program is to ensure that the'by-product <

22 material is' administered as prescribed.

23 Got a comment?
.

24- Now, that's the best I can do, up to now.

25 Yes, Jon?

._ - _ _
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1 MR. SHARP: Iet me ask a question about what's

( 2 outside or inside your purview, as you see it at this

3 meeting. Strict interpretation of what you've said would

4 indicate that you wouldn't care what a physician prescribed

5 in the way of a pharmaceutical, that there would be no
.

6 restriction on what he will be able to do under license, and

7 yet, most states limit that. You, the NRC, has limited it -

8 until recently and has only engaged recently in a pilot

9 program to broaden what a physician can do somewhat from

10 previous restrictions, using package inserto.

11 Is it fair to say -- say as a basic working
|

| 12 principal for that meeting, that you don't care what a

13 physician does?

14 MR. TELFORD: No, that's a little -- I don't like

15 the connotation or that phraseology. But, if we have a

16 licensee, an NRC licensee, there's an authorized user named

17 on the license, there are certain by-product materials that

18 can be used by that licensee. As long as the licensee is

19 writing what's commonly called a prescription for a therapy -

20 use of those by-product materials; whatever that authorized '

'

21 user / physician prescribes, I don't have any legal authority,

t

r-

|~ 22 to challenge that. I'may not be happy with what is being
t:

23 prescr3 bed, but I am limited by my ability to interact.

24 MR. SHARP: That's not really true, in the sense
e

25 that the way we've all been licensed, P-32 was for certain

|

. _ . . - ---_- - . - - . - . _ . - . - - - -
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1 ! therapies, not for certain other therapies. But your |
s

(. 2 statement would say P-32 could be used for anything. [
'i

3 So, what I'm saying is -- |

4 MR. CAMPER: What we're doing here is we're.
.

5 jumping over -- we've moved now into a discussion that deals I
.

6 with what authorized users can prescribe, what they can put ]
7 into the-procedures manual, what they do in response to what 4

*

8 a physician requests or_what.have you.- That's a little bit

9 --.that's considerably broader than what we're focusing on

10 here.

11 Again, the purpose of this rule, thus far, has

12 been to prevent misadministrations. A physician may

13 incorrectly order something and the department fulfills that

14 . physician's request properly, it is not a misadministration.

( 15- MR. SHARP: I disagree.

16 MR. CAMPER:- That's fine, you can disagree.

17 MR. SHARP: Now, if he orders 10 millicuries of

18 | iodine, for a diagnostic study, that's an error that you

19 want to catch in the system.-

20 MR. TELFORD: We could agree with'that.
.

:21 MR. CAMPER: I don't disagree with that.

22- MR. SHARP:- That's.a. physician order, it's written

23 out, it's perfect.

24 MR. TELFORD: Now wait a minute. You're saying
i

25' you've got an authorized user, we've got a -- NRC has an
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1 authorized user. The physician makes the mistake. The

( 2 physician intends to do a thyroid scan, b . mistakenly

3 vrites a directive that says use 10 millicuries of I-131 and

4 the-technologist delivers that --

5 MR. SHARPt There's no error according to the face -

6 rule you've established?

"

7' MR. TELFORD: Maybe so. In our opinion, that's

8 .probably-a physician uistake, but not, you know, not

9 according to the definition.

10 MR. KLINE: There is a provision in the quality

11 assurance rule, by which we propose that once a prescription

12 is received by the -- compared with the department

13 procedures manual to make sure --

14 MR. SHARP: In fact, you are intruding, a touch.
|

15 KR. KLINE: No, no, that's not true, that's not

16 even close. There must be the ecmpatibility error, not

17 broadly interpreted, as clinically the technologist is
V

18 determining whether or not that application is appropriate.
'

19 The procedures manual say what procedures are appropriate.

20- If.that procedures just doesn't match up, something is
.

21 wrong, the feedback comes to the physician, it is prevented.

22' MR. SHARP: Do you have a procedures. manual?
,

|

23 MR. KLINE: Yes.

24 MR. TELFORD: Let me try it this way. Let me give

it
''

25 you' case A and case B as an example.

|

_ _ _ _ _ _ _ . _ . _ , . . - . _ , , _ _ _ _ _ . , - _ . . , . ..,__m,. . . - , . , _ . . _ , . . , .
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1 The way we've envisioned trying to incorporate the

( 2 way most people do business and to ensure some interaction
-|

3 and some control by the authorized users, is for -- case A

4 would be a referral comes in to the nuclear medicine

5 department, it's for a thyroid scan. Now, we get the
,

6 authorized user involved by saying, there will be a clinical

7. procedures manual. That really functions as standing orders*

8 from the authorized user. The authorized user will approve

9 the clinical procedures manual.

10 Now, we all know that we don't need 10 millicuries

11 to do a thyroid scan. You would use 123 or a small amount

12 of I-131. So, we would expect that the clinical procedures

13 manual that would be approved by an authorized user

14 physician, would say, you know, use 100 millicuries, no 100

15 microcuries of 123 or 10 or 15 microcuries of I-131 for a

16 thyroid scan, so that -- if the director of the department

17 said, do-a thyroid scan on Mr. Jones, the technologist could

18 follow the standing order from the authorized user.

19 MR. SHARP: I understand where you're heading.-

20 MR. TELFORD: Yes.

-21 MR. SHARP: But, it seems to me, once you've asked

22 that' standing-orders or a procedural manual be established,

'23 =then you've paved the way-for the use of pap --

24 MR. CAMPER: I need to try to get this back on the
| 1

25 narrow. We're getting into a very broad area here and we're

|

_ . _ - _ _ . _ - - _ _ .. _ _ _ _ _ _ _
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1 not gaining a lot. But I wanted to point out that right

2 now, as you know and we all know, there's a practice of

3 nuclear medicine, and it involves a number of things: what

4 your authorized user does; it involves getting orders from

5 the outside; it involves the use of the procedures manual;
.

6 it involves the use of checks and doublechecks, interfacing

7 with the technologist and the authorized use and what have .

8 you and on and on.

9 Again, coming back to this rule, it's designed to

| 10 prevent misadministrations, okay. Misadministration. What

11 is misadministration? We all know what the definitions are

12 of misadministrations as they currently exist in Part 35. )

13 Wrong patient, wrong round administration,

14 radiopharmaceutical, and certain triggering thresholds.

15 In's designed to prevent thor.e. That's what we need to

16 focus on.

17 MR. KULIKOWSKI: For purposes of discussion here,

18 can we make the assumption that the prescription that's

19 Written is correct by the authorized use and then carry it .

20 on, look at the process from that point on and save the

'

21 other discussion for some other time?

22 MR. CAMPER: That's certainly the underlying

!

.

principle -- it goes on all the time, sure. But again, I'm23
1

24 trying to focus back to what this is all about.

!
25 MR. KULIKOWSKI: I'm just trying to get a clear

:

|

_ _ - _ . _ _ _ _ _ - _ _
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1 . idea of where we're going.
'

2 MR. WHATLEY: Some of you may not be aware -- from

3 -1981 through 1989, there were 3,571 reported diagnostic

4 misadministrations. That was out of a total of 35 million.

5 That's an error rate of'1 per 10,000. But there, for..

6. teletherapy, there were 73 reported misadministrations from

*

7 360,000 patients-for an error rate of 3 per 10,000.- That's

8- patients; but if you're assuming 20 treatments per patient,
.

;

9' that's 1 in 240,000. 1 error in 240,000 cases. That's what

10 ~ we're trying to reduce.

11- My' comment, and my concern, from the very

12 beginning with this -- it goes back to the issue of

13. compatibility, which we've talked about before. But, in my -;

14 opinion, had -- had the states been forced to adopt this, it

L 15 would not have improved quality assurance, it would have

16 done right the opposite.

17 By our definicion of authorized-user, is not the

'

18 same as NRC's. I think -- I think, in my personal opinion,

^ 19 it would have reduced quality assurance, instead or improve

20 it.
.,

' 21- MR. TELFORD: Well, let's pick up authorized user

22 in a minute, because --

'2 3 : MR. WHATLEY: Okay, I'll wait.

j 24 MR. TELFORD: I think that --
4

25 MR. WHATLEY: There's a place for it. I'm sure

-- . . . . _ _ _ _ _ ___ _ _ - _ - _ _ - _ _ _ _ ___ - _ ___
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1 we'll get back to that.

2 MR. TELFORD: i - se can fix that.s

3 MR. CAMPER: ap in, if I may quickly. I

4 surmise, Kirk, from yout , that you're pointing out

5 that there's a low frequency or occurrence of so-called
.

6 misadministrations?

7 MR. WHATLEY: That's true. .

8 MR. CAMPER: And I can only reiterate to you what

9 we've reiterated to a number of groups over the last several

10 months. This rationale, for this rule, at this point in

11 time, is not applied.

12 We have acknowledged that for the record. The

13 Commission recognizes the frequency of occurrence of

14 misadministration is small. We acknowledge that. But that

15 is not the driving force for original rule.

16 MR. WHATLEY: What I started to say, is that

17 there's a pretty good quality assurance program already out

18 there; 1 instance is 240,000. That's a pretty good record.

19 MR. SHARP: Would you let us in on the driving .

20 force?

*
-21 MR. CAMPER: The driving force is to prevent

22 misadministrations.

23 MR. WHATLEY: I don't mean to imply that I'm

24 opposed to quality assurance. I already stated that I was

i
25 for.

I

_ _ _ _ _ _ _ _ _ _ ___ - _ _ _ _ _ - _ _ _ - _ _ _ _ -
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1 MR. CAMPER: We understand that. But, again, that

2 is the objective of this rule is to prevent(
.

3 misadministrations. The goal of it.

4 MR. TELFORD: Let's stop one thought process and

5 let's -- let's focus on the need for a rule. Let's put that
,

6 on the table. Do we want to talk about that? Because, with

7 almost every group that I've met with, every workshop-

8 there's alwa s, in somebody's mind, there's this question --

9 the need for a rule. It's kind of like a hidden agenda that

10 just keeps popping up and coming to the surface and kind of,

11 I don't know, fuzzing up our focus or something.

12 So, if we need a discussion on the need for a

13 rule, then let's do it. I mean, let's stop this thought

14 process, because this thought -- this thought process

15 assumes that there will be a rule, there is a need for the

16 rule; so if we're not all on board on that, then let's go

17 back to the need for a rule.

18 MR. SHARP: I think we're going to get questions

19 from our licensees. That would be helpful to know what-

20 you've come up with in the way of answers.
.

21 MR. WHATLEY: John, can you tell us, perhaps back

22 in 1986 or '87, what was the driving force behind somebody's

23 idea that there needed to be a QA rule? Whose idea -- I

24 mean, just where did it come from?

25 MR. CAMPER: Let me make a -- make one cautionary

l
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1 comment though about -- I think what John's about to do is

L
.

2 worthwhile and good and I think discussing the need for a(;
| 3 rule is something that we have a lot of interest'in. But I

l

L 4 would caution you though, the time you spend doing that is
|

| 5 time not spent addressing specifics and rules the process. , ,

1

6 Just a cautionary-comment about that. So, please recognize
( ..

7 that all the time we spend discussing why we're doing this *

8 is time we're not spending discussing how we're doing it.

9 MR. WHATLEY: The horse is out of the barn. ,

'

i

10 MR. CAMPER: With regard to why, in '87, that

11 occurred, because, again, it comes back to what I said a-
.

|

12 moment ago, the objection throughout this whole process, as j

i 13 far as I understand it, has been to prevent J

'14 misadministrations. There is a concern in the commission

15 about misadministrations.o ,

'

i

|
John is going to show you,'I believe, some16

17 examples of these misadministrations, that will hopefully )

L 18 enlighten you as-to the concern that'the Commission has.

19 Again, the objective and the rationale and the reason for -
,

l

|

| :2 'O it,-the cause, if you will, has been to prevent
.

21 misadministration. ,

l

22 MR. WHATLEY: When you say Commission, you're !

|
23 specifically talking about.a commission or several

24 ~ commissions? )
a

25- MR. TELFORD: The 5 commissioners.*

|

L_ - _ _ _ _ _ - _ _ __---_-_-----_---------_---_-----J
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1 MR. DUNDULIS: Larry, just following up on what

( 2 Kirk said. I think all of us agree, you know, that like

3 ALARA, that we would be negligent if we didn't make some

4 sort of rule or policy statement on, you know, patient

5 safety and proper administration of radiopharmaceuticals.
.

6 So, I think, in that respect, we all agree that some sort of

7 rule or policy statement is necessary. I think, where the'

8 philosophic differences are, is to what extend does it go

9 and, you know, what is the A, B, and C that we actually

10 implement in the rule.

11 I think everybody agrees that there is a need for

12 a rule or policy statement; but I think where we may

13 disagree, is what elements are in that.

14 MR. CAMPER: Well, I suspect that, when it's all

15 said and done, if we assume we need the rule, that there are

16 going to be variances among some states as to what the

17 quality assurance rule or whatever it is to be called

18 consisted of. I suspect that some states would have more

19 stringent requirements than NRC rule.*

20 That's certainly up to the state, as we discussed
.

21 before. This will not be an issue of so-called divisional

22 compatibility.

23 MR. ANDERSON: That's what concerns us is what

24 compatibility it's going to be, because some of us --
.

25 MR. TELFORD: Let me say again, I've been working
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1 cn1 this since October 1987. It has been our intent all

:\ 2 along and it is our intent today-that it-will be a matter of

3. compatibility because that's what the Commission told us.

4 However, we will propose to the Commission in March of '91

5 that the states be allowed to have a more stringent program -

6 if they want it.

''7 We all envision this as being --

8 MR. ANDERSON: Some of us even believe that

9. doctors are deified ~and maybe somebody ought to be kicking i

10 them a little bit.

11 MS. ALDRICH: Even if it's division 2, if there

12 are parts in the rule that we don't think should be adopted,

.; that doesn't solve our problem.13

14 KR. TELFORD: That's why we're talking.

15 MS. ALDRICH: Yes. Okay. John, if what you

16 intend to do is go back over the -- the --
..

)

17- MR. TELFORD: Misadministrations?

~18 MS. ALDRICH: The misadministrations that cause
~.19- the Commission to, you know, focus on this -- I think we're

-20- probably-all familiar with that, you know, I don't think you
4

21- have to do it; but maybe, Kirk, you know, Kirk just wants ' a
.

22 brief answer I think, as to you know exactly --

23 MR. TELFORD: I hear 2 questions. One question

24 is: What was the motivating force back in 1986? The second
!

25 question I hear is: What are we going to tell our

|

r

i
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*

: 1' l'icensees?' 'What are.we really.trying to-fix:here?- Right?.
>

5kl .21 MR. SHARP: At what-cost? It was-just a comment. 1

1
3~ MR.-TELFORD:- Let's go back to 1986 to the'

4 comprehensive rule. I think what was happening in 1986 was-

5 .that quarterly the NRC reports to Congress on abnormal ;jy

6- occurrences. .The Commission-looked at that and said we'had g

"'
-71 one-well~1ogger,'we had one overexposure.that exceeded five'

i-
i 8 rem for an_ annual basis or one and a quarter rem on a

9 quarterly-basis for one worker at one nuclear power plant

U ;10 and we've got-these five misadministrations here or three'

111~ next time -- an annual rate of about eleven per year from

12 1980Ito: 1988.-

13 I think the Commission' looked at that and said top

14 the staff, what are you.doing? What are not doing? .

115 Our job is the adequate protection of the public.

^

l'6 We told-them we are making them report.

17 =.They said, the Commission said, we want a rule-

,

p

y 18. that addresses'those problems. They are the obvious

19 problems. We want a very-definite rule. We want it
[. 4

20 enforceable and we want it now. ,

:.

21 This rule was published in October. .A'few. months

L

L 22 ;1ater, March of '88, we're presenting to the Commission.

/ 23 Now1this time period is usually ten to twelve months so we

h
24- had November, December, January,-February, March.-- five

'.g
l 25 . months later we are before the Commission. That is twice

~

L
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1 the speed that most other rules go by so the Commission

I( 2 definitely wanted a rule to fix the basic kind of problems.

3 Then they said, oh, by the way, if this doesn't do

4 it, we'll come back later with a comprehensive ule and

5 we'll include everything you don't have here. .

6 We looked at the misadministrations 1980 to 1988
|

|
'

7 and what we discovered was that there were three

8 deficiencies, if you will. |

9 One was inattention to detail. Technologists are

10 not looking at the charts. Patient comes in, he's supposed
|

11 to get a teletherapy dose to the lung. Technologist said, |
|

12 oh, yeah, I know what to do with this patient -- dose to the |

13 brain! Just gross neglect of detail.

14 Second, it was no procedures at all or very

15 inadequate procedures for how to do things, like a

16 teletherapy treatment is supposed to be stopped but the

17 procedure was to write an open chart. Oh, gee, I looked at

18 the chart but I didn't see it -- you know, it wasn't an

'

19 obvious kind of sign so just kind of a nonexistence of a

20 procedure to do a simple thing like stop a treatment at the
.

21 direction of an authorized user.

22 The third thing was no supervision or grossly

23 inadequate supervision. For instance, X-ray technologist,

24 two weeks of training last February -- this is now the fall
,f

25 of the year, October-November, on weekend duty. Supervisor

._ - - _ _ _ _ _ - _ - _ _ _ - _ - _ _ _ _ - _ _ _ _ _ _ - _ _ _ - _ _ - - _ - _ _ _ _ _ _ _ _ _ _ _ _ . _ _-__ _ _ - _ _ _ _ _ _ _ _ _ _
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1~ at home. -Difficult. case comes in. Technologist says:I.k'now

k 2 what to do, I've treated two patients, I've gone through two
*

c

3 . procedures since last February. . Calls the supervisor, ;

~4 supervisor talks to the technologist over the phone.

5- Misadministration of a diagnostic case.*-

6 I could go'through all of these. Two of these are

-.

7 from 1988, one of which, Kirk, is the Maryland case in which

8 it was a single teletherapy-case in1which it was a single

9 teletherapy misadministration report but in involved 33

10 patients so I am always a little nervous about numbers.

11 My personal opinion is those numbers, those rate

12 numbers are very, very fuzzy. People count

'i

'13 .misadministrations. They don't count patients, so I think

14- thernumerator la fuzzy.

I
15 Secondly I think the numerator is fuzzy because as

-

16 one practicing oncologist observed in the public comment
4

17 letter was that if you look at-the patterns of care study,

18 .you look at the cure rate of institutions that are very well
-.

19 equipped and very well staffed, the cure rate is quite high.

20 It's higher-than:anybody else's. If you.look at the
.

~ 21- facilities that are not quite so well-staffed or well-

'22 equipped their cure rate is quite a bit lower, significantly

23' -lower.

24 The writer said let's look at the folks that are

j^1

25 reporting misadministrations. Are those the rural hospitals

L

|
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1 out in the middle of the boondocks that are not very well

k 2 staffed and not very well equipped? No. No, it's not.

3 The names I could show you in here are not those

4 kind of hospitals at all. They are the good on'es.

5 Thus the writer said what of the detection of .

6 misadministrations or the non-reporting of

'

7 misadministrations from those hospitals in the boondocks?

8 okay, they are not there!

9 Why are they not there? For those folks, are they

10 just blessed? Do they not make mistakes? Do you and I

11- believe that? No, we don't.

12 So the numerator is highly suspect, denominator --

i - 13 ehl Doesn't make a lot of difference. It's not very

14 precise. We said seven million diagnostic cases a year. I

15 don't really know, you know, what that number is but I'm not

16 terribly worried.

17 The problem is that I can't make an argument on

18 rate. Rate is almost irrelevant. What is driving this is

'

19 first of all the Commission said fix it. We looked at the

20 mistakes.that have been made and we nald three basic
.

21 categories -- inattention to detail, inadequate supervision /

22 no supervision, inadequate procedures /no procedures.

23 Now these cases, most of them come from 1989 and

24 1990. We had twelve in therapy, misadministrations in the
<

25 therapy range in 1989. So far we have had 20 in 1990.

.___-_____ - _ -___- ____ ______._-_ -________________-_- _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ __ _ ___ _ _ _ -__ _ _ _
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1, .When I look at thesey'that's the same story as I

(f 2; found when I looked at '80 to '88. It's just there are a
,

3 lot of people out there that are still committing these same

4 kind of mistakes so when we say our goal is to make sure

5 that events and misadministrations are prevented we do that
.

6 by focusing on those three types of mistakes that are made

,- 7 that can range all the way from just no procedures or just

8 rather gross mismanagement of a whole department so that is

9 what I would tell the licensees.

10 When I conducted the workshops with the volunteer

11 participants, I didn't want to beat them up with this .

12. collection of horror stories but when they asked I did, I4

13 gave it to them. I showed it to them.,

14 What'they said was almost universally, my

15 goodness, that's a lot of bad stuff -- we don't like that.

16 We wouldn't endorse any of that. We certainly would like to

17' have procedures to prevent all that, so that's what I would

18 tell'the licensees.

19 MR. KULIKOWSKI: I'd like to play the devil's| .

|
20 advocate for a moment and just share our experience in-New

'

21 York City within the past couple of months.

( 22 Our QA rule went into effect August 15th of this
!

L 23 ' year and heretofore we'd been getting maybe-two or three

!.
24 reports of diagnostic misadministrations per year in the

| ; ('
25 past three or four years, one therapy misadministration in

|

i

_ . _ ,-., - - . - . - - . -, ,.
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1- that period of time that was reported to us, one which was

k 2 uncovered during the inspection which involved treating a

3 patient with teletherapy to the vrong side of the brain for

4 the entire course of treatment.

5 Since August and given say roughly a month, month .

6 and.a half lead time before people realized that they had to

'

7 start reporting certain things, we have had as of when I

8 left the office yesterday three diagnostic>

9 misadministrations and one therapy misadministration. Two

10 of the diagnostic misadministrations were what I would term |

.11 insignificant. One however I don't think was insignificant.

12 At-least it was a misadministration -- white blood cells --
l

13 in which two patients were mixed up and reversed and ji.
i

14 unfortunately one of the patients was HIV positive so that |

15 someone who was HIV negative got injected with HIV positive

16 white cells, a serious misadministration. Even though it
)

17 was a perfectly normal diagnostic range it probably would

18 not be -- well, it-would be reported because it was to the

'

19 wrong patient.

20 The therapy misadministration which we are still
,

21 investigating because it only happened a couple of weeks ago

22 was a beam modification device in the teletherapy unit which

23 was replaced with a new device and the computer program was

24 not updated properly. There was one definite !
,.

25 misadministration which luckily was able to be corrected
i

!

_ _r ___ _m -
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1 -during the course of treatment to provide the correct final

a
.2 -dose and the radiology staff has gone back and looked at the

1

3 records. There were eight patients in the time period from J

4 when the new device was put into use and in the current

5 time. However their records were inadequate to show which--

6 device, which beam modification device was used so that is

.

7 being investigated right now through various committees.

8 I guess the bottom line is, and this was really
[

9 important to us philosophically because New York City does a
!

10 very large share of nuclear medicine and therapy procedures

11 it-does about five percent.

12 To answer Kirk's question about reading statistics

13 from the NRC I think those probably, we're the low end of

p the estimates and just from our experience we're seeing a14
,

15 lot more reports now. People are saying, is this

,

reportable? Even if it is-not reportable there have been16,

'

17 mistakes out there.

18 So you know I think we just deal with such a

'

!. 19 -volume in absolute numbers that for us, you know, I would
|

L 20: feel much better having something on the books.
L^

.21 NS. ALDRICh. The therapy report you got though,

L 22 Bob, those you have been getting anyway because of.the HSM

23 reporting requirement, right, so that shouldn't be impacted.

24 The diagnostic is the same thing, it's an increase?,
,

25 MR. KULIKOWSKI: Yes. I feel more comfortable

- -- - - - - - . . - . _ .- _-- . _- -
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1 with therapy reports than I do with diagnostics because I

k- 2 know from what people.tell mc that because wo do have such a
1

3 large of authorized users in the medical field. We have

4 400-500 licenses, most of them multiple authorized usars

5 that very frequently the authorized user is left at of the- -

6 loop.

'

7 You know, John Jones comes in for a walk-in bone

8 scan and his GP in fact does it without any involvement with

9 the authorized user whatsoever. .j
|

10 MR. TELFORD: We see about 400 diagnostic j

11 misadministrations per year. Sixty percent of them are due

12 to the wrong radiopharmaceutical. Twelve percent are wrong

13 patient. Seventy-two percent, two causes.<

14 MR. KULIKOWSKI: John, to make a comment on

| 15 another, if you would, philosophical reason for a rule and

16 even though you said you can't get into medical practice I

17 think that it should go as close to it as you legally can

18 for reasons I'll explain.

'

19 Many of the state medical licensure boards are

20 realizing if only for their own protection they are going to
.

21 have to start cracking down on some of these people-and if

-22 there is, if you would, an established federal standard of

23 quality of care -- you see where I am headed -- then they

.24 can'take that as due notice in their deliberations if we
i

25 start having problems and refer people or if they have

i

!

!
t
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i

i people that they are looking at for other reasons, then this

( 2 will give them one additional parameter to review and
.

3 hopefully maybe put some of the bad actors into retirement.

4 MR. WHATLEY: John, you answered my question. I

5 am all for going on with the discussion of the rules.m

6 MR. TELFORD: Let me give you a reference. It's

7 the Reports to Congress on Abnormal Occurrences.*

8 Some of you have seen some of these. I am about

9 half-tempted to go through them.

10 MS. ALDRICH: John, we have had 38 of them in the

11 last few years, therapy so I think you can leave that out.

12 MR. SHARP: I think we are making arguments of

13 reasonableness that these causes seem simple to address and
,

14 I think that is one way to settle this.

15 I think the rate is problematic at the moment --

16 MR. TELFORD: Okay. Here is what we are after.

17 This is what we see. We see inattention to detail. We see

18 no procedures, inaccurate procedures. We see inadequate

19 supervision, no supervision.

20 We have had comments to add another one, which is
.

21 training, which we have by design left out of this

22 rulemaking but is logically there. It could have an impact

23 here and we are pursuing that separately.

24 MR. SHARP: We find ourselves living in the real

i

25 world where rate is important and I think your arguments

_
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1 about. rate are important.

(c 2 :MR..TELFORD: Okay -- so if we could have this, we

3 could have each licensee to have a program to_ ensure that

4_ the byproduct material is administered as proscribed

5 designed to go after those three types of mistakes I .

6 described for you, that is where we are really headed.

7 We would like this to have a minimum sufficient '

8 program across the country because we think this is -- we

j 9 need a national solution is what we are really saying. We

10 are coming around behind and closing the door to the barn

11 after the horse is gone because we find one problem in

12 teletherapycin one hospital and we say to the licensee, what

13 are you going to do? So these reports are all full of that,| i

; 14 what the licensee suggested as a solution and, sure enough,
|

15 they suggest on their own things like the procedures, better

16 supervision, more training.

17 We see that time and time again. Brachytherapy,

18 you-find that other hospitals. Nuclear medicine, you find
:

19' that in other hospitals so we are going about it in a very '

20 inefficient manner. We should be coming in on the front end
.

21 and saying, all right, just have a minimal sufficient

22 program instead of fixing the problem after the fact.

23 MR. CAMPER: Let me add this if I may. There is a

24 related issue that we will discuss more when we talk about
l*f

' 25 thresholds to be associated with misadministrations or

-.
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1 whatever. 4

D 2 That is, there is a group of individuals right now

3 who received exposure through medical procedures because of

4 mistakes that are not currently addressed by the

5 misadministration requirements. By that I am referring to,--

6 for example, the situation that occurred in the hospital in

*

7 Hawaii.- That is, embryo fetus in nursing infants. There is

8 a concern amongst the Commission that this is an area that
'

9 should be addressed via misadministration requirements as

'

10- well as an area that we are-exploring as we look at

11 redefining misadministrations as part of this process and

12 determining whether or not we should include some

13 consideration for that group of individuals.,.

14' Again, I think that point, are you -- that it is

15 not only a question of rate of occurrence because the

16 situation in Hawaii I think all would agree, when you have

17 an embryo ---a nursing infant that receives 30,000 rads to

18 his thyroid' gland, you know, that's not going to happen very

*

19 often and that's good. You don't want it to happen very

| 20 often, so it's not only a rate driven phenomenon. If one

21 looks at other areas we might consider adding to the concept

| 22 of misadministration.

23 MR. SHARP: You know, fill our procedures manual.

24 MR. CAMPER: In this case there was a procedures
i

25 manual. In this case there was a questionnaire that
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i specifically required asking of that question. In this case
i

- 2 that question was not asked.

3 MS. ALDRICH: So how would any proposed rule

4 change that? That is I guess what some of us are wondering.

5 You reach a point at which you can't make people do -

6 something.
'

7 MR. CAMPER: We're not sure we're at that point

8 yet.

9 MS. ALDRICH: Yes --

10 MR. CAMPER: We are not certain we are at that

11 point yet. We have heard that and I would submit to you

12 that the judgment on whether or not this will reduce any

13 misadministrations is still out.

14 MS. ALDRICH: It would be interesting to see what

15 happens a few years after the rule is introduced, whether

16 the rates go down.
)

17 MR. CAMPER: I would agree totally and I suspect

18 that part of the ongoing process will be to do some followup
'

19 analyses to determine if we had any impact.

20 We hope that we do but I would not sit here at
.

21 this moment and say that we won't.

22 MS. ALDRICH: See, one of the things that I'm

23 concerned about is that the rule seems to be in large part

24 addressing things that have happened, lessons that have been
,

t.
25 learned when you try to, you know, make sure you put

_ _ _ _ - - - _
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1 something in there, you know, to cover that.

'
2 But for example, I see your last report on 1989

3 misadministrations. There were four teletherapy that all

4 seemed to be one root cause -- that the wrong part was being

5 treated by the technologist and, John, you mentioned-

6 something about techs treating the wrong part as being sort
__

-b *

7 of neglect of detail.

8 One of the concerns that we have had is we see so

9 many incidents like -- well, of the proportion, of the

10 number a large proportion where the wrong part is being

11 treated it starts on the first treatment and continues.

12 That hospital seems to have no requirement or even private

13 offices that the physician who worked the patient up and

14 staged the tumor theoretically knows the part to be treated

15 isn't there for at least that first treatment, that there is

16 'not particular attention paid to the quality assurance at

17 that critical time. Nothing in your rule addresses that.

18 What I am getting at --

'

19 MR. TELFORD: I disagree. That is a very

20 debatable statement.
.

21 MS. ALDRICH: Yes.

22 MR. TELFORD: No, wait a minute -- what is your

23 purpose here? What is your bottom line, because -- because,

24 Rita, you are going off and you're firing shots at the

25 proposed rule and I am wondering what are you going to gain?

_ __
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1 What are you trying.to gain?

(. 2 MR.- ALDRICH: John, I am not firing shots, trying

3 to fire shots!

4 MR. TELFORD: You just fired one! You just said,
,

5- you just said that there is nothing in the rule to address 1,

6 that problem and I strongly disagree. |

7 MR. ALDRICH: What I was trying to.get at was I *

I
8 ' don't think that you can in the rule address every single j

,

9 problem that's going to.be a concern, you know, that has,

10' caused problems in the past. You can't legislate

11 everything. .

12 MR. TELFORD: Well, so what!

13 MS. ALDRICH: I thought --'

,

14- MR. TELFORD: What's your point? What is your

15- bottom line?

16 MS. ALDRICH: I-think that that is a consideration

17= that we should keep in mind as we address this, that we

18 should not-try to be too specific about what we are going to

19 be requiring people to do. '

20 MR. CAMPER: Well, I think it is recognized that
.

'21 we are never-going to catch every contingency. We are never

22 going to. totally prevent human error. Everyone recognizes
.

23 that.

24 By the same token there's a number of things going

25 on right now as the Commist. ion looks at its mission to

---_. -- _
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1 protect public health and safety and says we don't think we

2 have done enough in this area. That's 10 what we are trying .

3 to attempt to do now.

4 As I said before I mean we don't know whether in

5 the final analysis this is going to prevent these events

6 from occurring or is going to reduce them but we do think it
>

7 is a constructive step and the right way and we hope that it

8 will achieve that goal but time will tell.

9 MR. ALDRICH: And I'm still on record, John, I am

10 not against the rule. I am in favor of a rule. I have some

11 problems with what is in it in the way of specifics.

12 The reason I mention something like that is I

13 think it is important for us to conscious of the fact that

14 you cannot always identify exactly what it is in a process

15 that is going to result in mistakes down the line.

16 MR. TELFORD: We are not attempting to.

17 MR. CAMPER: Let us try to deal with specifics.

18 MR. DUNDULIS: Larry, you or John made a point
.

19 earlier about the rate and Bob and I came to the same

20 conclusion. We suspect based on his experience in New York
.

21 and what you said earlier about perhaps some under-reporting

22 out in the boonies that what you may see is once this rulo

23 goes in and a lot of these places that aren't the big time

24 operations where they now have to train their staff in the

25 QA procedures they are more aware of it. I think initially

- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ -
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-1 you may actually.see an upshot and then it will start'to

's 2 decay off but-'it wouldn't surprise me in the least to see an

3 initial increase in reports just if you would because of the

4 heightened awareness of facilities that have be'en under-

5 reporting. ,

|

6 MR. KULIKOWSKI: And actually just the reporting

7 requirement itself. "

1

-8 MR. . CAMPER: That could certainly be the case but j

9 again -- that could be the case. You're probably' correct. I

10 'think the point I would make though again is the point I

11 made a-couple times earlier today.

12 We have spent a long time discussing the rationale

r 13 and the efficacy. That's important to a point. That's time
,

!

14 we are not spending on the specifics of the language and the |

15 rule.

16 MR. DUNDULIS: The only reason I made that point

17 -- was that in your briefing to the commission because their

'18- objective has been to get the rate down and I think in the

19 paper -- not the rate -- all right, I'll drop it. '

_

20- MR. CAMPER: It's not just to get the rate down.
.

21 It's to prevent --

' 22 MR. DUNDULIS: No, but the point that I am making

23 is that in the briefing to them there should at least be the

24 possibility that at least until this rule gets cycled in
s

25 there may be an initial spurt that appears as though the

- . . .
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l' rule's not working and that shouldn't be justification to

l n 2 go in and try to make a quick fix. That's the point I was ,

3 trying to make.

4 MR. CAMPER: That's a good point. All I was

*1 5 trying to point out, that there is an area of other

6 incidents that go on that is of concern to us that perhaps
,

7 should be considered as part of the misadministration. I

8 used the example of Tripler because of the severity of the

9 -case.

10 MR. WHATLEY: Just one quick comment.

11 I asked a question about the history because when

12 this becomes an item of compatibility we take it back and we

13' are-going to'have to dump these rules and we have.public

14 hearings.and meetings and everyone there and I want

15 something to tell my people more than what is an item of

16 compatibility with NRC.

17. 'That is;why I asked the question. I thank you for

18 the help you gave me.

*..
19 MR. COLLINS : Are we ready to go back to 35357

20 (Pause.),

21 MR.,TELFORD: Before we were talking about really

22 what's the goal so I was:trying to get on the table that our

23 goal is prevention. It's not minimization. It's not ALARA.

'
24 It's to ensure that byproduct material is administered as

:!'

25 prescribed, to state it in the positive.

I

:

. - . . .,
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1 To be stated in the negative, we'll say the goal |

Ik 2 is to prevent misadministrations to the greatest extent
1

3 possible, or something like that -- but the goal is to

L 1

L 4 prevent.

5 Are we all on board with that? -

6 MR. FRAZEE: Which way are you going to go?

~

7 MR. TELFORD: I would like to go the positive way.

8 MR. FRAZEE: I would too because prevention gets

9 back to the preceding argument. It is an impossible goal

10 because it is human error. As long as there's humans

11 involved, _you'll never obtain zero -- so it's a great goal

12 to go with but state it in the positive, in the positive

13 sense because that will help us soll it to licensees because,

14 we are not trying to do the impossible.

15 MR. TELFORD: So the second sentence is really

16 this, and I would modify that to state it in the positive,

( 17 to~ ensure byproduct material is administered as prescribed.
|-

18 Yes?

'

19 MR. DUNDULIS: Just to maybe, even though it'is

20 obvious from the context, prescribed by an authorized user,
.

21 the. reason being you asked about possibly conflicting state

22 requirements.

23 MR. COLLINS: Every state is different on that --

24 leeve that alone.

(f
25 MR. DUNDULIS: In other words I don't want it to

i
l

f'

{
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.1 get?to the point where if,you say prescribe and at least by-
)

' ( context-because'in~some states you say any MD can' write a-2

3 prescription,
q

.4 MR. TELFORD: Let us define what we mean.

55 MR, CAMPER: -Also,'too, Bill, couldfyou, with*

6: ' 'regards to that sentence, what are you --
..

7- MR.'DUNDULIS: I-said by an authorized user.

18 MR. CAMPER: Where in the sentence?

9 .Fm. DUNDULIS: At the.end'Where we say byproduct

10 material-is: administered as prescribed by-an authorized~

11 user. 1

12: MR. CAMPER: It can't be administered by anybody i

1

13 else but..

14 MS. SALUS: -It's referring to a prescription being

,15 from an authorized user.
,

1 <6 MR. DUNDULIS: Technically.though the actual

~17~ 'adninistration can'be done by a technician under ;

i

18 supervision.

19 MR. CAMPER: That's a delegated responsibility.

I

20 MR .' DUNDULIS: Right, but I wanted to make it
,

21 clear that because of the various state medical boards on

22 ~ prescription, particularly like on a staff, one of the

| 23 concerns that a lot of us in the agreement states have is

24 that some MD prescribes something and that person may just
..

be an' internist with no nuclear medicine and yet it --25

.-. - - .- __. . , - . - . . - . . . . .
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'l- MR.- TELFORD:L We can handle that. Get better

k . 2' Ldefinitions, hang on.-
'

31 MR.~ CAMPER:- Is there someplace in.that-sentence |

4 or that first paragraph that you are getting at?
'

5: MR. DUNDULIS: No, just the context-that we want .

|
6: .it clear'that there's authorized user; involvement in the- j

'7 prescription and the screening of patients. ''l

f
i

8 That is the point I want to make, how you do it,.

9 MR. CAMPER: Right. I think what we need to do at
!

10 ~some point 1but=not here I think.is to talk a little bit

. 11- about this term " prescribed," " authorized" user -- who does
1

.12 what? That does a prescription in the centext of ordering.

1 13- . nuclear medicine scans.is an interesting concept and we have !

14 to talk coat it some where and I-think probably

I
15' . definitions.

16 MR. DUNDULIS: That isEthe point I.was trying to -i
)

- 17 make, Larry. That's why I added definitions into this item

18 on.the agenda to discuns the proposed QA rules, 3535 and
'

19 . associated definitions. ;

20 MR.'' CAMPER: We'U d6 that.last to keep you all
..

- 21 here.

I

221 MR. TELFORD: Okay. That'u the opening paragraph.
L

23 And I think we really should gv to definition next, because

,

24 without that, we're going to have a much harder time to look"

i
25 at the objectives.

?

|

L
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^1

J1 So there's.a couple of-key definitions. And one l
-

2' is prescription.

>

3 This i~ on page-1447 of the_ handout.
.i

~4- But we've had several suggestions not to use that

5 term,'" prescription." That brings up problems to various"

i

6 . groups. -So our latest thinking is to say we'll talk about a-
.

6
7 written directive that is signed by an authorized user.

<

8 So, rather than defining a prescription, we will

9 ' define a written directive, and it will nean essentially the j
'

10 same thing. The-one principal difference ni this definition
;

'11 that'you're it.'. ting at is that it will say signed by an 1

12~ authorized user, and not the following clause. It will not

13' say "or a physician under supervision of an authorized
!

L 14 ~ user." The reason being that in 10 CFR we have 35.25, which
..

L 15 allows supervision of other physicians or staff by the
,

116 ' authorized user.

'17 SoLthe NRC licensees can delegate that authority

18- if they want these other physicians to sign a written

. '
19 directive.

|
,20 However, in each state, you can determine thoseL

,

21- folks that.you want to sign this.
I

L 22 MR. COLLINS: ' Could it also say, or a visiting
i

23 authorized user?

24 MR. CAMPER: No. Because it's clear elsewhere in
d

25 the regulation.

|:
1

,- - . .- -- - - _ . . . _ . . .
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,

1 MR. TELFORD: A visiting authorized user is an

'( 2 authorized user.

3 Now, comments?

| 4 MR. WHATLEY: Prescription applies to

5 radiopharmaceuticals which are, iodine-131 and iodine-123, .

6 brachytherapy, and telethwrapy. Prescription, the word

*
7 prescription does not apply to diagnostic uses, other than

8 iodine-131 or iodine-125. i

9 MR. CAMPER: I have a question for clarification.

'10 MR. WHATLEY: That's important, now. You need to

11 realiJe that now. When you're talking about diagnostic, the
e

12 term is used, unless that's been changed, as a written j

13 . request, as opposed to a prescription. That's important.' e

14 MR. CAMPER: The term " prescription," our plan |
|

15 thus far is to not use the term " prescription," but to use
,

16 written directive,-because of the confusion that associates i

17 with the technical concept of prescription, which raises a

18- question I'd like.to'ask. |

|

*
19 I've heard some dialogue off and on with various l

20 members of the agreement states about.this concept of a
.

21 prescribed. dose by the authorized user. And I'd like to get

22 a feeling from perhaps Bill on what you view as a

23- prescription by an authorized user.

Il.
24 For oxample, a physician orders a study, a nuclear !

25 medicine lung scan, for example. The patient shows up at*
,

E
i

U |

|

|
L

l
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1 the department with that request. And the patient undergoes
\ 2 a lung scan. What in that process or where in that process

,

3 do you view the authorized user as creating a prescription?

4 MR. DUNDULIS: Larry?
l

o 5 MR. CAMPER: Yes.

6 MR. DUNDULIS: I think v1.at Kirk and I are

7 concerned about is John Smith, M.D., Internal Medicine, no
i

8 training in nuclea.r medt;ine, decides he wants his patient !

9 Worked up for some nuclear medicine procedure and the

10 patient just walks in, a lot of times his secretary talks to

11 the technologist. In comes the patient. They get that

12 procedure. And the first time the authorized user is

i 13 involved is when the scan is already developed and the
'

14 authorized user reads it.

15 And I think what we're saying is tnat at some

16 point that before a dose can be administered, if a request
i
'

17 comes in from a non-authorized user to perform whatever,

is .that the physician review it, and, even if it says okay, his
, . :

la name and the date. But I think what we're saying is that
'

| 20 the authorized user be involved to make sure that for some
4

21 reason that may net be apparent to the non-nuclear meoicine

22 physician, that the scan is contraindicated.

23 MR. TELFORD: You're talking about a referral.

24 MR. DUNDULIS: Yes. So we're less concerned about
d

25 the prescription than the authorized user involvement, at

. . - .- -- . . - __ .- ._ . . - - . .. _. .
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1 least for me. I'm not sure if that's Kirk's feeling.

d 2- MR. TELFORD: Hang on a minute.

3 Number two, we're-going to use the prescription,

4 or we're going to call it a written referral.

*5 Number three,- this is a referral.
r

6~ So, let's first focus on a written directive; next
'4

7 we'll focus on a referral.

8 Kirk's statement, I believe I'm hearing it

9- correctly, I agree with it. We'll get to it. We have to

10 take this one at a time;

11- Now, Larry had a question about use of a written

12 referral.

:4 13 MR. CAMPER: What I'm getting at is, I clearly

14' understand that -- and I don't oppose anything that you said -

15 or.that Kirk said -- I personally, and our department,

16 . clearly endorses the idea of an active involvement by

17 authorized users. I think authorized users should determine
-

18 that a study is indicated and should okay the patient
.

L 19~ procedure. :
r,

20 What I think is so' confusing though is saying the !

|'. ,

H21 authorized ~ user creates a prescription. The authorized user-

22 sees the patient.- The authorized user interacts'with that

23- patient. The authorized user says okay, Mary Jones get this

24 scan; Mary Jones gets her scan in accordance with thej.
1

25 . procedures manual.

r

!
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1 What I think breaks down there is, at what point

2 did the authorized user prescribe.:

3 Now, part of the confusion may be the definition

4 of a prescription. And I think all of us know in the

o 5 classical sense what a prescription consists of. We think

6 of it in terms of drugs, tentatively.

6
7 So there's been, at least in my mind, I think,

8 some confusion as to what a prescription by an authorized

9 user means.

10 I would submit to you, for example, that in the

11 context you're referring to it, it's really a review of the

12 patient's history and a review of the patient, and a use of

13 a procedures manual, as opposed to a prescription by

14 definition.

15 MR. DUNDULIS: In other words, what it is to me

16 is, unless state law says otherwise, it's a written

17 concurrence by the authorized user, either that it is his

18 patient or her patient, and he is saying Mrs. Jones to get

o
19 bone scan per procedures manual.

20 MR. TELFORD: You're talking about a referral.
,

21 MR. D'.'* 00 LIS : Well, no.

22 MR. TELFORD: There's a distinct difference

23 between diagnostic referral and how the authorized user in

24 the department reacts to a diagnostic referral, as opposed

25 to a prescription.

__ _ _ _ _ _ _ - _ - ._



. .
_ ________ - __ _____-_.

110

1 1 Remember now, that prescription had to do with

\ 2 therapy and things of that nature. We've heard, throughout

3 this process that, look, you can't take away diagnostic

4 referral from us, because that's how nuclear medicine gets

!i done. We've got to have the flexibility of having phone e

6 requests, electronic transmissions, as well as requests.

#
7 And you can't take away that flexibility.

8 So I do draw a distinction between diagnostic

9 referral and written directive, if you will, rather than

10 prescription. See what I'm saying?

11 MR. DUNDULIS: I think a prescription, if you want

12 to narrow the focus to prescription, I think there's two

13 things. Because then you're limiting it to therapy, and

.t 4 then it should be spelled out specifically, if it's a

15 standard procedure that is done in the facility for which a

procedureexists,theniycouldbe. Hyper-thyroid is in10

17 treatment per Procedure 1.5, and sign it --

18 MR. TELFORD: You're talking about therapy

'

10 procedures?

^> MR. DUNDULIS: You're saying that --
:

U MR. TELFORD: People, our volunteers have told us

N i.ime and time again, don't talk about a procedures manual

e9 fot' therapy procedures; only talk about a diagnostic

?< procedures manual. But it set up a therapy procedurcs

/S manual. It's not universally done. Let's put it that way.

_ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - -
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1 MR. CAMPER: Let me make a suggestion if I may,

k John, that we go back and do what you were just suggesting a2

3 moment ago.

4 Let's talk about diagnostic referral, first.

5 MR. TELFORD: Okay. Let's do referral first.-

6 MR. COLLINS: Could we do this in the context of

#
7 your stated goal of making sure this is the right patient,

8 and the right treatment, and the right radiopharmaceutical,

9 since the rule is narrowed to that, and we're getting off

10 into quality of professional care again.

11 MR. TELFORD: Okay. Let's do referral. Let's do

12 diagnostic casos in general.

# 13 We have a definition here for a clinical

14 procedures manual on 1447. Now, by that we mean a

15 collection of all the procedures that will be used for

16 diagnostic studies. Everybody is familiar with that, what

17 we're saying we need to have in each nuclear medicine

18 department. So that when a referral comes in for a bone
i

19 scan or a thyroid scan or a gall bladder scan, the

20 technologist can follow the clinical procedures manual,

21 because that is in essence a standing order from the

22 authorized user because the authorized user epproved of all

23 thic. Whether they're right or they're wrong, the

. 24 authorized user approved of it. Hopefully, they're right.

25 Now, the question is, how do you get a referral

|

_ _. - _ _ _ _ _ _ _ - _ _ _ _ - -



118

l
1- inte the department; and the second question is what's the

|

\ 2 interaction of the authorized user?
i
'

3 So far, the only interaction that I've defined for

4 you is the approval of the clinical procedures manual by the

5 authorized user. -

6- MR. FRAZEE: Does that have indications, contra-

7 indications?

8 MR. TELFORD: Clinical histories, yes. But the

9 procedures manual will say clinical history. I think it

10 does not say now, but will have.

11 MR. FRAZEE: But the technologist is going to be

12 the one who asks those questions?

:. 13 MR. TELFORD: Wait a minute. Don't jump to any

14 conclusions. Okay. That's a good question. Let's hang on

-15 to it for a minute.
,

16 MR. KULIKOWSKI: I'm going to read s'mething whicho i

17 -in.in part of our law in New York State. Nuclear medicine

18 services shall bo ordered only by a physician with Federal
1

19 or state licensure and staff privileges allows him to do

20 referrals.
* ?

21 MR. TELFORD: What kind of procedure is that?

22 MR. KULIKOWSKI: Nuclear medicine services.

23 MR. TELFORD: Meaning diagnostic studies?

24 MR. KULIKOWSKI: Diagnostic and therapeutic.
'

25 I just had a discussion with some of our

:

- , , - .-__ _ . - - - . _ , . _ . , . -, . _ . - . ,- . . - - - . ~ - . - - - - . _ - --
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1 radiological society, including the nuclear medicine

2 department, and it is our feeling, and I think it was a(
0

3 consensus that came out of that meeting -- they met the day

4 before we did -- that there definitely needs to be

5 involvement of the authorized user in determining on an
,

6 issue by issue basis delegation of authority and supervision

7 of patient-by-patient basis. There needs to be involvement*

8 of that authorized user even if there is a clinical

9 procedures manual which spells out in exact detail. It

10 medically is a generic procedure, but they do routinely, and

11 the clinicians that I spoke to agreed to this in principal,

12 that there may be mitigating circumstances on a patient-by-

13 patient basis that a procedure is not to be performed

14 according to procedures manual and therefore is the

| 15 responsibility of the licensed authorized users to ensure
|

16 that one, in the prescription, written directive, or

17 whatever you want to call it, at some point, and I emphasize

18 the word " written," has to be there at some point in time,

* 19 that'either yes, that procedure as published in the

20 procedures manual is fine, or do it this way because of this

'

21 particular patient's needs.

22 You know, there needs to be some involvement of

23 the authorized user.

24 MR. TELFORD: I got it. Let's look at referral.
vp
i 25 What we wrote in the proposed rule was a referral

- - - _ . . - .-. . . - _ - _ . . - . . . . , _ _ _ _ _ - _ - _ _ _ _ _ - _ _ _ _ _ _ _ _
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1 means a written request signed by a physician, meaning it
t

2 could be a-GP, that includes the patient's name, diagnostic

3 clinical procedure, and clinical indication, medical

1

4 history.
'

!

5 Now, that did not go over very well. The primary I
'

l
6 objection was that it was written and had to come with the '

'#

7 patient. The way that most folks do business we are told by
|

7 a lot of folks is that it's a telephone order. The

9 referring physician, the primary care physician says I'm

10 going to send Mr. Jones in for a thyroid scan or a liver

11 scan. So there's a telephone call from the referring

12 physician's offlen to the nuclear medicine department. And

13 Mr. Jones shows up and says here I am, and there in recorded

14 certain information in a log in the nuclear medicine
|

15 department.

16 Now, let me give you our suggestion for the best

| 17 we've done to date, and you tell me how you want it

18 modified.
l

.

19 We've been saying now that a referral means prior

20- to administration of byproduct material that you have three ,

21 choices.

22 You can have a written request, initjahed by a

23 physician, that includes the date, the phynician's name, tho

{ 24 patient's name, the requested procedire, the diagnostic
n

25 clintcal procedure, clinical indications.

_ _ _ _ . . _ _. .__ __ ___ _ . . _ , . _ _ . _ . - _ _ _ _ _ .
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1 Or you can do that verbally, over the phone,

2 provided that those five or six pieces of information that I -

3 gave to you are recorded by the nuclear medicine department

4 upon receipt.

5 Thirdly, you can send that electronically.-

6 Now, we've omitted the need for the signature of

a
7 the referring physician. We are still using the idea of the

8 diagnostic clinical procedures manual. So far, all we're

9 asking for is that the right information get to the

10 department, it gets reco?:ded, so that it's written down, and

11 the technologist can understand what it is, to use the

12 standing orders contained in that diagnostic clinical

13 procedures manual.,

14 So far, we do not have the review and approval by

15 the authorized user.

16 MR. KULIKOWSKI: That's why I find the problem.

17 You've cut the authorized user out. Why write a license at

18 all, then.

o
19 MR. CAMPER: Wait a minute. Why have you cut the

20 authorized user out? Let me ask you a question and make a
,

21 statement.

22 I am a physician, and if I see a patient and I

23 want to send that patient to your department to be imaged,

24 is that not a diagnostic referral?
E

25 KR. KULIKOWSKI: Of course it is. It is.

__. _- _ _ _ _ _ _ _ _ - _ _ - - _ - _ _ - _ - _ _ -
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1 MR. CAMPER: All right. We get the request for

(
2 the study to the department. We use the term diagnostic

3 referral. What in that definition thus far cuts out the

4 authorized user?
*

5 MR. KULIKOWSKI: Because if you just follow that

6 patient in, say you're the oncologist and I'm the nuclear
A

7 med. guy, you have John Jones as your patient. And this is

8 the case we talked about. The patient has been treated, and

9 it's an ongoing thing.

10 Your secretary calls the nuclear medicine

11 department and says John Jones is coming in for a bone scan.

12 The patient walks in, is scheduled, the tech. runs up the

i 13 dose, administers it, does the image, processes it, and I

14 find it the next day in the scans that I have to review.

15 I am then aft out of the process for that

16 particular patient. 3

17 In other words --

18 MR. CAMPER: I don't disagree, Bob. This is a
.

19 diagnostic referral.

20 MR. SHARP: What he's saying is that is no status. ,

21 MR. CAMPER: I'm saying this a diagnostic

22 referral, my definition of a diagnostic referral, we're

23 talking about a mechanism whereby a physician, any licensed

24 physician practicing medicine, requests a study to go to

25 your nuclear medicine department. That is a diagnostic

_
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1 referral.

I 2 MR. FRAZEE Take it the next step, and have the

3 authorized user approve it orally.

4 MR. CAMPER: Well, would you do that'in the

5 concept of a referral?,

6 MR. FRAZEE Yes. It doesn't distinguish whether

'
7 the scan is done via referral or whether it's done in-house.

8 The scan is going to get done, and there needs to be

9 involvement of the authorized user at some point.

10 MR. WHATLEY: I think the term diagnostic referral

11 ought to be thrown out the window, period. What it does,

12 the physician that's authorized, the authorized user, the

i 13 only physician that's qualified by training and experience,

14 does not even have to read the film. He doesn't have to

15 select the patient. He doesn't have to prescribe the dose

1G to be administered. He sets up his little book. So be it. i

17 He'doesn't look for things such as pregnancy or possibility

1B of-pregnancy, medications taken for clinical conditions that

*
19 influence transport, or capillary blockage, and so on, or

!20 previous nuclear madicine procedures that might be involved.
,

21 He' snot involved there at all.

22 A patient comes to a nuclear. medicine department;

23 a-technician takes that diagnostic referral, does the study,

24 gives the film back to the patient who takes that to the

'25 office. The authorized user is completed eliminated from

- .. _. . . - _ . - .__ -
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1 that process, with the exception of setting up the

( 2 procedures to start with.

3 Now, I question, if that's the case, why don't you

4 just have a radiation safety officer in the institution and

5 lot one doctor run the procedures for diagnostics, for many ,

6 hospitals? If he's not involved in the procedures

'
7 whatsoever, what's he there for?

8 Let me finish.

9 Why, if a physician is interested in practicing

10 diagnostic radiology, nuclear cardiology, which we all have

11 problems with, why are we asking him to have 200 hours of |

12 radioisotope training, experience, and 500 hours clinical

13 experience, if any doctor can send a patient in there and ),

|

14 have a study done?

15 Let me finish.

16 I just think what you've done with this diagnostic

17 referral eliminates, in the name of quality assurance, or

18 whatever we're going to call it, the only person who by
*

19 training and experience is qualified to make those

20 decisions.
.

21 I've got some letters from the NRC, if you ask

22 why. And let me --

23 MR. CAMPER: Let me ask you a question, just to

24 understand your point.

25 MR. WHATLEY: Let me finish. Let me finish.

|
- _ - _ - _ _ _ _ _ _ _ _ _ _ _ _ - _ - _ _ _ _ - _ _ _ . - _ _ - - - _ - _ _ _ _ _ _ _ _ _ _ _ - . - _ . .-
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1 MR. CAMPER: Okay.
J

S. 2 MR. WHATLEY: This is a letter from the U.S.
.

3 Nuclear Regulatory Commission. Subject: Explanation of
,

4 Authorized User on Medical Licenses. Licenses issued for

5 individual medical practice contain a condition which.

6 requires that byproduct material is to be quote, "used by"

# 7 unquote, a specifically-trained physician. This condition

8 is intended to require that the physician, and only that

9 physician, may, (a), select patients for radioisotope

10 administration; (b), prescribe the type of radioisotope and

11 doses to be administered; and (c), interpret the results of
,

12- the diagnosis and treatment.

j 13 Now, that has been the practice in many agreement

14 states. It was taught in NRC's nuclear medicine licensing

15 courses through the mid '80s. I don't know, I'm not aware

16 when that was ever rescinded.

17 And I'm just, I have no problem. If you throw

18 diagnostic referral in, I think every patient, if my wife

* 19 went to a hospital, or my child needed a scan, or whatever,

20 I'would want her to be seen by somebody that's qualified to
..

21 make a decision is this the best isotope to be administered

22 to her; is it necessary; is she on some medication that may

23 interfere with the study, or whatever.

24 What this does, it eliminates the only person by
g

25 training and experience who has done that.

. . . - - - - - -- - . - . - . , . - , - , , - -
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1 If I were a physician in diagnostic nuclear

i
2 medicine right now today, and I was aware of what this does,

3 where it authorizes any physician in this country to

4 practice nuclear medicine -- and that's what it does -- I

5 would be very upset as to why I had to go take 200 hours *

6 training plus go through a six-month training program in e.
.

7 hospital.

8 MR. CAMPER: Are you *inished?

9 MR. WHATLEY: For the time being.
1

10 MR. CAMPER: There is nothing in this definition

11 that prevents authorized users from practicing nuclear

it modicino.

1 :1 Let me finish..

1s MR. WHATLEY: All right.

Ib MR. CAMPER: There 19 nothing in this definition.

16 What we are talking about here in this definition is the

.1 ", vehicle, and what that vehicle conta1.no, by which a nuclear

1 (- utodicino study gotu rnquested.
*

L9 Now, nuclear u9dic'!nn physicianes don't self-

70 refer. They are requeuted to have stuviton performod by ,

, 1L ott.or practicing physicianc. Thore doctorri there in that

". nucinar medicine depar!;clont, khoy perform l'.hu procedures,

,
they interpret the images. But those patients don't get to?

!

| : that department by virtue of the authorJ zod user. They get
|

| 2d there by virtun of othet: physicians requesting a study in

|
|
t

{

. . . _ . . .
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I 1 the course of the treatment of their patients.

I 2 And what we're saying in this definition is, that

3 vehicle that comes to the nuclear medicine department, that

4 the authorized user reacts to, should contain, minimally,

5 certain things.,

6 That's what this definition does.

* 7 MR. WHATLEY: Can I respond to that, please?

8 MR. TELFORD: Let me make a point first.

9 What I'm trying to do is modify the proposed

10 definition of referral.

11 Now, we're trying to modify it so that the

12 licensee has various ways, three ways, to receive a

13 referral.
i

14 How, we're trying to qualify the information

15 content that comes in. Now, I think where we are departing

16 is that we have not said referral must be reviewed and

17 approved by an authorized user prior to administration.

18 MR. WHATLEY: That's the bottom line.

19 MR. TELFORD: So first of all, I wanted to ask*

20 you, hoy guys, how about the information content here? Is
.

21 this a sufficient information content to get the patient?

22 Because, as Stevo is reminding us, look, the errors occur

23 and the mistakes occur because you get the wrong patient.

24 So we have to have sufficient information to identify the
(

25 patient, like name, date of birth, Social Security Number,
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: 1. address, so'that the patient can be redundantly identified.4

2 The wrong radiopharmaceutical, so that if I-123 is.

'3 what the clinical procedures manual says, but the

4 technologist doesn't have sufficient guidance and uses I-

5 131, the wrong radiopharmaceutical. *

6 so let's, could we step through this? I mean,

'
7 first of all, information content of -- these patients have

8 to come in some way. -|
,

9 MR. KULIK0WSKI: I'm in full agreement with that.

-10 MR. CAMPER: I'm'just reacting to the concept of
,

11 doing away with the diagnostic referral' totally.

12 MR. KULIK0WSKI: In principal, you're not going to

I D bo able to do that, becauce of'the way nuclear medicine

14 works.' I wouldn't call it an order, prescription, or

15 writton directive of the referring physician. That's

something that's recorved,for tho authorized user. I thinkL6

~17' the referral slip chould say the type of study he wants

la done, not necoscarily the isotope that he wants to be used,

*
19 becauno ho donsn't havel the training'and experience.

'O MR, Tl?LFORD: Detinitely not.
.

21 MR. KULIK0W8KIs Then it is incumbent upon the

ha authorized user, os nhould bo incumbent'upon the authorized

23 userj to take that informat. ion, knowing that it's Sally
|

24 -Jonen, her banc nean- you know, to do X, Y'and Z, that theseL g.
is-j

?S are the pertinent clinical history things, for that

'

!
!
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1 authorized user to look at Sally Jones -- or maybe he's seen
i

1
'

2 her three times in the past six months and doesn't have to

3 do that, because that's a medical decision -- that he can be

4 comfortable in writing what we call a classical' prescription I

5 for Sally Jones to have a bone scan. And that prescription.

6 should say, the patient is Sally Jones, signed by the

*
7 authorized user, and it contains the other pertinent

8 information that it is a bone scan to be done according to

9 the clinical and diagnostic procedures manual, Procedure A,

10 B, C, or D, or that procedure with the following

11 modification, or do it this way. Depending on her clinical

12 condition, he has to make a judgment as to whether that

i 13 procedures manual is the best procedure to use for that

14 particular patient or whether he wants to write some custom-

15 tailored prescription. And in that respect, the clinical

16 and diagnostic procedures manual is not a substitute for the

17 authorized user. It is just a work-saving device for him

18 instead of writing out the same procedure over and over

*
19 again for the commonly-used procedures.

20 MR. TELFORD: Okay. So if I can interpret your
..

21 message, it's that we have set up the vehicle of using the

22 clinical procedures manual as a handy work-caving device for

23 the authorized user, and you're basically saying that it's

24 not sufficient. The authorized user needs to okay, approve-

25 each procedure before it's done.

. .
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1 MR. DUNDULIS: Absolutely.

(
2 MR. KULIKOWSKI That's a patient-by-patient

3 decision. Maybe the standard procedure is not correct for

4 that patient, and the tech. is not going to know that.

5 MS. ALDRICH: I have to disagree. I think we need *

6 a variety of mechanisms.
.

7 Some procedures, the classic thing that physicians

0 Will bring up are emergency room admissions. The authorized

9 user isn't going to be ground, and of course they'll do the |
|

10 procedure. |

|
111 So I think to answer Larry's ' question about the

32 mechanics of the mechanism, I think we would be flexible on

33 the mechanism.,

l
14 Initials by an authorized user on a referral, for ,

I
15 example, to us would be acceptable evidence that that person

i

16 has made the judgment, even if it's after the fact.

17 In other words, the authorized user takes

30 responsibility for which patients get on. We don't
.

1r necescarily require a prescription. And I wouldn't go so

?O Car uven as to include specifics on what should be on a
,

21 referral. I think that is medical judgment.

|
:22 MR. CAMPER: Well, I don't think it's medical

?3 judgment when you're asking for a patient's name and

Ra procedure requested, date. That's not medical judgment.
4

11

?$ What we're trying to do here is make sure the

- ., _ _ _ _ . _ . . . _ . _ _ . _ _ - . . _ _ _ _ . _ . - . _ -- _ _ _, - _ . - - - . . .
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2 patient's diagnostic referral document contains minimally a-

i 2 certain level of information, hopefully to ensure that we're
,

3 doing the right procedure on the right patient.

4 MR. KULIKOWSKI: Let me just clarify something.

o 5 A computer transfer, that falls in the generic

6 category of prescription. We do recognize that there are

7 medical emergencies. Somebody throws an embolism has got to

8 have a lung scan right away. This is not meant to preclude

9 medical care or quick medical care as practiced by the

10 physician. It may be that after the physician looks at the

11 scan, he says, yes, -- he signs off on the interpretation of

12 the scan and that's good enough for us, too.

13 The principle is what I'm trying to get at. The;

14 authorized user has to be in the loop somewhere.

|
15 MR. CAMPER: There is a medical problem here.

16 MR. KULIKOWSKI: When I spoke to some people in

17 New York City, there was one representative I spoke with,

18 admittedly in one of the larger nuclear medicine departments

19 in the city, he didn't seem to have any problems with our
,

I
l 20 concept.

,

21" MR. TELFORD: For clarification: do you mean

_

22 prior to administration? When is the authorized user in the

23 loop?

! 24 MS. ALDRICH: That's really what I was speaking

h
25 to. If Larry says that this information has to be there,

_ _ _ . . _ . _ _ _ _ _ _ -. . . . . ._. _ _ . - _ _ . _ . - . _ . _ _. .
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1 I'm not going to discgree with that, but it's the prior to

\ 2 administration that preceded all of this. I don't think all

3 of that information needs to be written down anyplace to it.

4 I think that there we're interfering, because there are

5 circumstances where that isn't going to happen. .

6 MR. TELFORD: I want to come back to that

*
7 question, but Curt has had his hand up and wants to make a

8 point.

9 MR. WHATLEY: As far as our regulations are

10 concerned, it's our patient rules that they select patients

11 that they prescribe radiopharmaceuticals and interpret the

12 results. That's part of our rules. They define how a

13 physician could do that many years ago.,

14 They said a physician can select patients three

15 ways number one, referring - talking with the referring

16 physician on the phone or whatever, by telefax of whatever

17 mechanism he wants to, by examining the patient himself or

18 viewing the patient's chart, one of those three ways must be

'

19 used in determining that radiopharmaceuticals will be

20 administered to that particular patient. That was NRC's
.

21 criteria that we've all used for years.

22 MR. TELFORD: What's the overt step that the

23 authorized user takes that we require, like; is there an

24 overt step like they have to initial each one before it's

25 done? Do they have to sign it?

_ _ _ - _ _ . . . ..

.
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1 MR. WHATLEY: It basically comes down to; an

L 2 authorized user tells this technician, administer this .1

l

1

3 radiopharmaceutical to the patient.

4 MR. TELFORD: That's verbal.

5 MR. WHATLEY: It may be a verbal prescription. I,

6 have no problem with a verbal prescription. It is a

*
7 prescription as long as it -- it may be documented on the

a patient's chart later on.

9 MR. CAMPER: What happens in those cases when the

10 physician is not on the premises at the time?

11 MR. WHATLEY: Give me an example. Emergency room?

12 MR. TELFORD: No, standard, not emergency. We can

13 -fix emergency conditions easily.i

14 MR. CAMPER: I would submit that there are many
|

|

|: 15 cases in this country every' day, routinely, where diagnostic

16 nuclear medicine procedures are performed at a time when the '

17 authorized user is absent from the department for any number

18 of reasons.

* 19 MR. WHATLEY: In my opinion, it's malpractice.

20 Let me share a letter with you from the Director and

21 Professor of Nuclear Medicine, Division of Nuclear Medicine

22' of the University of Alabama Medical Center. I'll just read

L 23 -part of it.

24 "If there's an in vivo test then the nuclear,

'A
25 medicine physician should see the patient." This was an

,., - - --. - - - - . . . . - - . . - . . - - . . .
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|
1 answer to a question we raised. "We have nuclear physicians -

( 2 see every patient before the examination and after, to see |

3- whether the procedure answered the clinical question or

4 whether some other steps should be made."

5 MR. CAMPER: I would agree that that's good ,

6 nuclear medicine practice. 1

1
* '

7 MR. WHATLEY: In our efforts over the last 25

8 years, we've certainly made a tremendous effort to enforce

9 that. That's one of the primary concerns on our

10 inspections.

11 MR. CAMPER: I would agree that that's good

12 practice. Let me make a point though. What we've heard is

13 that in the practice of nuclear medicine, if you get down to

14 the point that it's a regulatory requirement, you impose

15 regulatorily, language about an authorized user seeing a

16 patient prior to or specifically approving prior'to the
1

17 administration of,-that you're posing a problem in the
;

18 normal course of the practice of nuclear medicine in busy

'
19 departments.

20 We have procedures in place. We have clinical
.

21' procedures manuals. We have interview sheets to be used by

22 technologists. We have a way of dealing with this problem
;

23 which includes not only the authorized users specifically

24 interviewing and reacting to each and every patient -- there

25 is a concern that --

t

. . . - _ _ , . _ . _ , . _ , . _ . . _ _ _ _ , __ . _ _ _ _ __ ---
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1 MR. TELFORD: Let me be constructive here. I have

i 2 a two part proposition for you here. The first part is the

3 information that's contained in the request or whatever it

4 is that we're going to call it. The second part is sho is

5 going to approve it and how. Let's be constructive.
,

6 Let's go back to the referral itself. Now, what

7 I'm telling you is that I have gone through a lot of*

8 meetings and a whole lot of water under the bridge to get to

9 this point.

10 This is the best I can do after several or many,

11 many months here. So, I've got a referral, a diagnostic

12 referral. I want to propose that we include certain

i 13 information. Now, today's date; is that any problem? Is

14 that interfering in the practice of medicine?

15 MR. WHATLEY: No.

16 MS. ALDRICH: Are we still presuming that the

17 wording, " prior to administration," that this has to be --

18 that this information has to be there?

19 MR. TELFORD: We need to know what we're going to-

20 do before we do it, so this is prior to the administration.
.

21 MR. WHATLEY: Can I interrupt you a second?

22 MR. TELFORD: Yes.

23 MR. WHATLIY: I think we're not to that point, and

24 let me tell you why.
.

25 MR. TELFORD: All right.

----- _--- _ _ _ - _ __
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1 MR. WHATLEY: I th30k NRC's criteria is different
2 than our's. The NRC doesn't require -- apparently, they(
3 don't require a physician to do this anymore,

i 4 MR. CAMPER: Why do you say that? I was going to

5 make some comments about that later.
,

6 MR. WHATLEY: I'm asking.

7 MR. CAMPER: Why do you say that? e

8 MR. WRATLEY: I said, apparently. Help me-out; do

9 they? Help me. What does the term, " radioactive materials

| 10 shall be used by," on the NRC medical license mean? I'm
1

11 asking; what does that mean to NRC, NRC inspectors.

12 MR. CAMPER: It means that the materials that are

| 13 authorized in a particular license have got to be used by or
!

14 under the supervision of the designated authorized physician
|

| 15 users. Those materials -- the responsibility for utilizing
;

1'

16 those materials is often delegated to technologiota.

17- That responsibility is conducted through the use

18. of procedures manual for performing studies, through patient

:19 questionnaires, through-departmental protocols, but that -

.

20 means that those radioactive materials cannot be utilized
| ' 21' unless they're utilized under the supervision of an

'

22 authorized user who has demonstrated to the NRC or the

23 agreement state that he or she has adequate training as it

24 . relates to radiation safety to protect public health and

l 9
? 25 safety.

l

|
. . . - - - - . - . . __ - . - - - . - . .
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1 Now, that hasn't changed. I don't know whether

I. 2 there's confusion there. The greatest confusion that we see
.

3 is the question of interpretation of image only. That poses

4 a significant problem to us. Our position on that is really

- 5 no different than it has been for some years now and that

,

it's a twofold problem.6

'
7 On the one hand, if you look at Regulatory Guide

8 10.8 on page 8 of that document under Item 7, we identify

9 those things which authorized use involved in medical use

10 involve the following special responsibilities: we list

11 them.

12 MR. TELFORD: Read the first one, Larry.

13 MR. CAMPER: Examination of patient's medical

14 records to determine if the procedure is appropriate,

15 prescription of the radiation dose and how it is to be

16 adminirtered, actual use and direction of technologists or

17 other paramedical personnel and finally, interpretation of

18 results, diagnostic procedures and evaluation of results and

^

19 so forth.

20 our position has not changed on that. It's still
.

21 very clear and I don't think there's anything in the concept

22 or definition of the diagnostic referral that changes that.

23 These are the things we believe an authorized user should

24 do.

25 A tough question comes in there, though,

. _ _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ _ _ _
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i sometimes, and that's the interpretation of the image only.

'\ 2 There we have a problem. On the=one hand, we believe that

3 it is incumbent on the licensee, the institution, to see to

4 it that a procedure is carried out properly, that it's

5 controlled at all times by an authorized user and that a -

6 proper interpretation is made by en authorized user.
'7 On the other hand, there's nothing in our

8 regulations that prevents any doctor in the practice of |
9 medicine from interpreting an image. So, there's two sides

10 to that problem. Nothing in that implies that we see any

11 lessening of responsibil!".y of the authorized user,
j

12 MR. SHARP: Also interpreting?

l13 MR. CAMPER: There are cases -- we believe that it i

!

14 is the responsibility of the licensee to see to it that the

15 proper interpretation takes place. That proper

16 interpretation involves an authorized user. In those cases

17 where an authorized user decides to delegate that

18 responsibility to someone, it's clear that the licensee is

19 exercising the proper responsibility.
'

20 That happens in many cases with pre -- physicians,
.

21 for example, residents-and the like. Where it gets tough,

12 2 where it gets very tough -- pardon me?

23 MR. SHARP: He's not really delegated

24 interpretation.
M,

25 MR. CAMPER: The authorized user has the

. - _ _ _ . .._ . _ _ . _ - ._.
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| 1 responsibility to make the interpretation. If he or she

l 2 chooses to delegate that responsibility to a resident or to ,

3 a preceptor, as far as we're concerned, that's okay. I'm

4 just saying that it's okay as far as we're conc'erned.

5 The licensee, the institution, has the-

6 responsibility to see to it that adequate and proper

7 interpretation is made as part of the process; that it's'

8 done by an authorized user. An authorized user, if he or

9 she chooses to delegate that responsibility to someone, we
1

10 have no preblem with that.

11 KR. SHARP: Our medical practice, for example,
;

12 will allow the task of, say, supervising the technician to

13 be delegated, but not the responsibility. The
,

14 responsibility stays with the authorized user. The task can

15 be performed by someone else.

16 MR. CAMPER: Any time I delegate; anytime anyone

17 . delegates the authority to someone to do something, the

18 delegator never relinquishes responsibility. The thing that

19 gets tough sometimes though is in those cases where a^

20 physician who is not an authorized user wants to interpret
.

21 an image.

22 There's nothing in Part 35 that prevents a

23 physician practicing medicine from interpreting an image

24 only.

.

25 MR. SHARP: What you're naying is, also, that

!

- - . - . . . . - - - - . . . . . , . . - - . - . , . . - -, . - _ - _ - - . - . . _ , . - . .
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1 Image exists is properly ordered and properly interpreted.

$
2 The image sits around and can be interpreted by anyone else.

3 If that's the only interpretation that happens on that

4 image, then no.

5 MR. CAMPER: What you're getting at is this '

6 scenario: an image is created as a result of authorized
a

7 materials being used under the supervision of an authorized

8 user;.that image is produced. What you have to have happen

9 is you have to have a sesnario where the authorized user
1
|

| 10- says, I don't want that image te be produced so that Dr. X
p
l-
' 11 can interpret that.

!

|12 That would have to happen, otherwise the image

13 does not get created in the first place. Where you can i
'

14 envision a problem is where --

15 U.R. TELFORD: Why are we focusing on

16 interpretation of the image.

17 FA. KLINE: aet me make one comment. We've got to

18 get back on track on what we're originally here for. The
.

19 goal of this proposed rule is. prevention.

20 Now, in writing the rule, you have to look at
,

21 where we are finding the misadministrations. Where are they

22 occurring? -You can't write a rule unless you know where the

23 problems are and why they're there.

.f Our data that we collect -- and again, this is the24
i t.

25 misadministration database we're collecting -- the data we

s

. . _ _ _ _ _ . _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _
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1 collect is voluntarily sent to us -- appears to indicate

s - 2 that a majority of misadministrations, the wrong

3 . pharmaceutical differing from the prescribed dose by 50 |

4 . percent -- this 1s based on current NRC definitions of

5 . misadministration -- wrong patient or undefined reason -- !.

6 the major precipitator is at the technolo(4.st level.

;. '7 The referring physician is a small percentage of

8 the problems that Tnt document. Let me give you some

.9 numbers. There were 387 misadministrations diagnostically

10 in 1989 reported to.the NRC. Out of those 387, 244 were via

11 the imaging technologist -- these are approximate numbers --

12 hot rad technologists. Twenty three were attributed to the

t 13 refarring physician.

.14- Again, if we focus cn1 the problem areas, is this a

15 big problem, the referring physicians? It appears not,

16 . based on our information. Again, we don't know how many-are

17 reported, but we're assuming, based on our database to date,

18 the problem is misinformation, miscommunication, knowledge

19 and knowing what-you're doing.-

20 The second thing is, talking with the medical
^

21 people in the field, discussing these sort of concerns with

22 professional societies, you cet into cost and benefit

23- analysis. Ycu get into what return medically will the

24 community get from this misadministration rule. What the
l-

25 concern is that with escalating medical costs, can we afford
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1-- to have:an authorized user review each individual case?

(J 2 That's an argument.

3 .The third one is the current practice of medicine.
|

4 Are we going to change the current practice of medicine?

5 This is an' argument. So, you see, you have a lot of people |,

6 in the medical field who are saying, why do we have an

7 authorized user review each diagnostic radiopharmaceutical *-

,

8 study?~ It. sounds' good; I'd love to see'it, but |

|
9 logistically, costwise and problemwise, why are we requiring |

|

10 this.
;

11 You might want to consider that in your arguments.

12 .These are good arguments by the medical profession.

13 MR.'TELFORD: Steve, you had your hand up.y

14' MR.. COLLINS: I think that's exactly what Kirk was

15 trying to. consider when he was uaying that if you're not

16- . careful when you write the qualified individual out of all

~
'"

17. of your requirements, that.if you don't have - or 1f you

E18 don't'specifically write them into tho requirements, then

19 you haven't addressed the problom at thu technologist level -

20' cnt 'below where most of the problems are occurring, and

21 that's because the training and Phe uchool and the qualified

~22 individual is not forced to bn involved at the level to have

23 that --

24 MR. KULIKOWSKI: Stevo't3 point ahould be well
i

| 25 taken. If you go back and read on page 8, the first
!

l
1
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1 responsibility of the authorized user is to make sure the

( 2 procedure is appropriate for that patient, whether it's
.

3 examination of the patient or -- in the discussion that I

4 had a week and a half ago with our nuclear medicine people,

5 the concept of having the authorized user make sure that the
..

6 determination is made that that proced:tre is appropriate for

7 that particular person, without specifying it's got to be.

8 examination of the patient or examination of the records or

9 what have you, you know, that we agreed upon was the medical

10 decision. How he made that determination was the medical

11 decision.

12 What was in our purview was that he made that

13 decision as an authorized user.

14 MR. CAMPER: Well, I think unfortunately what's

15 happened to us here is that we've gotten into some

16 discussion here because comments have been made, rather

17 generally, about NRC's position on the authorized user. All

18 I tried to do here is to say that our position on the

19 responsibility of authorized users has not changed.-

20 The point of confusion is, I think, that there's

'

21 nothing, as far as we are concerned, that has changed the

22 requirements of Part 35 or the guidelines set forth in Reg

23 Guide 10.8 as it relates to the definition of diagnostic

24 referral. Now, what I hear is some discomfort or some

4

25 concern that -- from some of you -- that the definition of

|

. _ . . _ . . _ . _ _ _ _ . _ . _ _ _ _ _ _ . __ _ _ _ . _ _ __ _ _ _ __
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1 ' diagnostic referral-is either, A, not good at all, or it

.b 2 should include some statement which further endorses,

3 further emphasizes, beyond the_ scope of already existing

4 . regulations and regulatory guides, the emphasis or the part

5 of the authorized user in this process. .

6 MR. TELFORD: If I can see if I understand this,

'

7 you're saying you want either written or verbal approval of

8 this procedure prior to administration.

9 MR. KULIKOWSKI: 14t's not even say written or

10 verbal. Let's just say approval by the authorized user as

R11 your guidelines specify.

12 MR. TELFORD: We'll have to specify somewhere or

13- in some way, what we mean by approval. For our

14 understanding, we would accept verbal or written approval

15 prior to administration.
l'

L 16 MR. FRAZEE: Could you add that as one more
|-

17' diagnostic event? If the authorized user doesn't approve,

L 18 then that would be another way of getting the concept into

~

19 this particular bit of rule which would maybe take care of -

20 -

.

21 MR. TELFORD: That's worth considering. Let's

22 pick.that up when we get back there. I note that it's about

23- ten minutes of 1:00. Please engage me here for a few

24 minutes and let's see if we can get the information content

'

25 there and then let me suggest that the NRC propose something

.



- - . . .- . . . - -- . . . . - . _ . . _ _ - .

,

139

1 and then let's see if that interferes with your ability to .;

eil
2 . add on that where you can advise us to how you would do

.

3. that, this approval stuff, for example.

4 Okay, diagnostic referral,.information content;

5' our.best shot at this so far is to ask for a date, today's"

6 date- 'Does'that interfere with anybody?
o.

7- (No response.)

8 MR. TELFORD: A physician's name? Does that

9 interfere with anybody?

10 (No response.]

11 MR. TELFORD: Referring physician's name, the

12- patient's name and other information that will' assist in

13 identifying the patient; for example, date of birth, maial

! 14 security number'and address, stop.
|

15 Requested diagnostic clinical procedure or
.

16 requested diagnostic clinical s. ty, if you prefer; does

L17 that- interfere with-anybody?

18- (No response.)

19' MR. TELFORD: Clinical' indications, clinical
p
1

~

-20 . history --,
,,

21~ MR. SHARP: As to those two, I want to find out

22- about this which is the clinical indication.

23 MR. TELFORD: For example --

f- 24 MR. SHARP: Clinical history is --

|

12 5 MR. TELFORD: Clinical history is a better term?

!

--- - - - - - - - - - - - - - . . , , _ , - - , _



. . . . . .. - - . - .- . - . . - -. . _ . . _ ...- - _- .

v -

p '

,

140
- !

1 . MR.-KULIKOWSKI: Put something like -- will'be
..

2 accepted, or.--

MR.' SHARP:3 : It doesn't tell what the patient has ,

,

4 had before.

[.5 .MR. TELFORD: You're trying to figure'out if the "

6 patient should get a thyroid scan or a whole body scan?-
.

7~ MR.. WOOD: Appropriate clinical history?

i 8 MR. SHARP: A clinical history would be' closer.

4- 9 MS. ALDRICH: -I was going to suggest just simply, ]
'l

10 Reason for the Request. We're all assuming that the-

11 authorized userLis going to have a very active role in this,

i 12 and that.therefore, this is not all there's going to be.

13- MR. CAMPER: It is interesting to note though that ,|

14 physicians have indicated to us that the idea of putting in

15, clinical history, by definition, is-not a bad. idea. They'd,
-t-

'

:1'6 .. live getting a more comprphensive history. j

.17 MR. SHARP: But they're presuming that.the-

18 authorized user --
.

19 MR."TELFORD: What if we_said appropriate _ clinical

'2 0 - . history or reason for tho test or study?
,

21 MS. ALDRICH! Reason for the request.

22 MR. TELFORD; Reason for the study or procedure.
1

23- MS, ALDRICH: I guess that brings me back to

H24 something I was going to say before. The use of the word,

25; " request," is kind of intriguing here.

_- . - . . _ _ _ . _ _ _ _ _ _ _ . _ _ _ _ .. _ _-
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1 MR. TELFORD: Referral is what we're talking

if 2 about.

3 .MS. ALDRICH: Right, but request to whom? Request

' s like asking for, which is another way of --i4

5 MR'. TELFORD: They're requesting the nuclear,

6 medicine ~ department.

o 7- MS. ALDRICH: Okay, let's say we're at a private
,

8 '- office and you have a secretary who takes this and how

9- should that word be viewed? I mean, how is it intended that

10 you wan that word understood?

| 11 MR. TELFORD: Reason for referral. In other

l
' 112 words, why is this patient being referred?

r 13 MR. KLINE: Well, if you left off the definition,

'14 and said, diagnostic referral instead of request, period, it

15 just seems like it's redundant.
-

16 MS. ALDRICH: Yes, but that's where the request,

17 in that definition of diagnostic referral -- how do you.mean

18- that to be understood.

19 MR. TELFORD: ' Diagnostic referral.'

20 MS. ALDRICH: Yes, you say diagnostic referrals
O

21 are written requests. Requests to whom? Somebody is asking

-22 for the study. I am presuming that someone else would make

!.
23- the decision on whether the study is done.

24 Fm. CAMPER: It's the request to the authorized
-11

i
25 user to --

|-

|

L
'

.__ - . . _ _ _ _ _ _ _ - _ . .. _.
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1 MS. ALDRICH: Okay, if that's the way it's

( 2 understood. The way I'm thinking is that that ties the

3 authorized user into this process. This referral --

4 MR. TELFORD: You want to say a written request to

5 the authorized user?
,

6 MS. ALDRICH: No, I'll let it go at that. I was

7 really just asking for how you intend that word to be '

8 interpreted. We will be asked that; what do you mean,

9 request? Request to whom?

10 That automatically assumes that the authorized )
|

11 user is going to make a decision, l

|
12 MR. COLLINS: Reason for the request to licensee; |

13 reason for the request to authorized user or licensee,

14 reason for the request to this department.

15 MR. CAMPER: Technically, it's a request to the

16 licensee.

17 MR. TELFORD: She's saying, diagnostic referral

18 means, prior to the administration of material, either, A, a

19 written request -- it's that request that she's asking -

20 about. She means request to whom? We mean to the licensee
.

21 or to the authorized user.

22 MS. SALUS: That's not necessarily the case.

23 Would the necessarily be the same, the licensee or the --

24 MR. TELFORD: They're not the same,
i

i
~

25 MR. CAMPER: That's her point.
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1 MS. SALUS: That's the question. We need to

1 2 specify.
.

3 MR. BOLLING: Request to the department.

4 MS. ALDRICH: I'm just asking what you meant when

5 you used the word, that's all.,

6 MR. CAMPER: Request for imaging procedure is made

7 to the licensee who is authorized to possess nuclear*

8 materials for medical purposes. That could either be an

9 institution or an individual physician.

10 MR. TELFORD: That's the licensee. Do you want us

11 to say a written request to the licensee?

12 MS. ALDRICH: No. I'm not really asking for a

13 change of wording. That was for clarification, because it

14 colors how you think about what should be on it.

15 MR. TELFORD: The question is; to whom? To the

16 licensee.

17 MR. SHARP: Depending on whether or not you get

18 one of the authorized users to see the patient beforehand or

19 only after.
'

20 MR. TELFORD: That's next.
.

21 MR. SHARP: How about clinical history? We're

22 still on that part.

23 MR. TELFORD: Appropriate clinical history or

24 reason for the test or reason for the study.

11
"

25 MR. SHARP: If you're not going to see the

_ _____ _____ _ __ __-_
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1 authorized user, then clinical history may be more

: ('
2 .important.

3 MR. TELFORD: Agreed.

4 MR. SHARP: It depends on which scheme, I guess,

5 we're talking about as to what we want to say there. *

6 MR. TELFORD: Right.
.

7 MR. SHARP: Even if you're going to see the

8 authorized user before you give the test, when do you

9 transmit such information to him that will enable him to

10 make the decision? When are you going to give him the

11 clinical history?

12 MR. TELFORD: This is prior to the administration.

13 MR. SHARP: When is the clinical history going to

14 come to that authorized user.

15 MR. TELFORD: You're jumping ahead to the next

16 subject. I haven't gotten the authorized user into this

17 yet. I haven't gotten anybody into it.

18 I've just gotten the information to the
.

19 department.

20 MR. SHARP: Should it be accompanied by a full
,

21 clinical history or just --

22 MR. TELFORD: It may not even be there yet,

23 because it could come over the phone. So, so far, all I'm

24 claiming is that we're going to have appropriate clinicalj

i

25 history or reason for the study, to be there, period.

- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ -
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1 Now, let's go toothe next step. So far, we're-

R 2 saying our best suggestion is to say let the technologist .

1

3 get this information and if the authorized user or if the

~4 licensee so choose to. allow the technologist to perform
,

)
2. 5 these studies using the clinical procedures manual which we'

6 would view as a standing order from the authorized user, to

" 7 date, that's my best shot,
t

8 What,I'm hearing from you is that you would prefer
;

9 that we say, approved.-- that the study is approved by the 6

10 authorized user prior to the administration of the material,

11 1 .but you would allow either verbal or written approval of

12 that action. You just want the authorized user on the hook,

i 13 Lwhether or not they really -- you realize, when we say
~

..

14 verbal approval,-they-could say,=okay, I do it, and never

15 -look at anything.

16 :MR. DUNDULIS: It's a conscious effort on their

11 7 part to-say,= do it, and then if the chickens come home to

18 roost,Lthe tech is noting,'you know, verbal approval from
'

19 Dr. so and so,to perform standard procedure.'

-20 MS. WOOD: What the authorized user.has to do with
.

21 that referral is sort of a different issue as to what is the
i

22 referral. For purposes of defining diagnostic referral,

.2 3 ' this information is probably. fine, but,there seems to be a

:

424 lot of concern about what happens in the nuclear medicine-
'd

25 department once the referral is received.

. . _ , - - . _ _ _ _ - _ - - _ . . _ - . . _ . _ - . _ _ . _ . . _ _ . . . _ , . _ . - . -.
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1 That's sort of the next issue. It's a slightly-

2 separate issue than what is a referral. The role of the

3 authorized user doesn't have to be included in the

4 definition of diagnostic referral.

5 tm. TELFORD: We can either say no approval step -

,

.6 required -- and you ought to look at that two ways: what if

'

7 we said that, realizing that the state is free to add that

8 approval, because we're not negating that.
1
'

9 The second way to go is --

10- MR. COLLINS: We can add it if it's in the I

'11 definition. We can add it but we can't put a definition.

12 MR. TELFORD: You can add the requirement that the

! 13 authorized user go through an overt approval step,

14 regardless. I haven't said anything that would negate that

15 or even go against that in any far.hlon.

16- Wecouldomittgat, or we could add the approval
17 step,_either written or verbal, My gut feeling is that if

le it's verbal, we're going to get a little heat over it, but

.

19 "we might sell that.

20 MR. DUNDULIS: I think it's important, at least
,

21. from my perspective in Rhode Island where we're surrounded

22 by two NRC states and one of the things that I get from the

23 Director of Health is, well, what is NRC doing in

- 2 4- Massachusetts and Connecticut? It would be very difficult-

.

25 for us, without making a very strong case, to go beyond what

___ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ - _ _ - _ - _ _
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1 NRC has required.

i(- '2 My personal suggestion would be.for NRC to bring

3- the authorized user into the loop as part of the requirement

4 and, you-know, that it's up to the authorized user -- you

5 know, I'm less concerned about the verbal or written, but I
.

6 think that the authorized user should be in the loop as part

.- 7 of the rulemaking.

8 MR. TELFORD: Okay, now, just a minute.

9 Larry, if we say the verbal approval, by the
<

10 authorized user, if we say in accordance with that reg guide

11 10.8 particular step; don't we already have that -- that'

:12 approval step?

,( 13 MR. CAMPER: The only thing I would say is this.

14- If you look-at the definition of a diagnostic referral; in
i

15 other words, nothing in what we have said thus far alters or
-

16 . changes the requirements for-an authorized user to

17' -participate in accordance with the terms or conditions of

18 -their license, according to the terms and conditions of the

19. regulations, or according to the guidelines in the..

L 20- regulatory guide.

ic .. .

l' 21 }UI. TELFORD: No, no. We've got the referral

22 covered.

23 The question on the table is, should we take the

L 24 next step? Should we say the authorized user, this out

7
L 25 outside the definition of a referral, we've got that.

|'
.

m '-- 9
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1 Everybody is happy with-that', I think.

( 2 Now, the question is, do we require or do we

3 suggest very strongly that the authorized user give approval

4 ' prior to the administration. So this would be --

5 MR. CAMPER:- In what -- .. i

6 MR. TELFORD: In what vehicle?

*
7 MR. CAMPER: In what vehicle?

8 MR. TELFORD: I don't know yet.

9 MR. COLLINS: Instead of a written directive

10 signed by an authorized user, we'll have an approval by an

.11 authorized user. That's what's on the table so far, right?

12 MR. TELFORD: No. Wo could put -- we could put it

13 here. Here, this says that objective 3, when you have ag

14 referral made, and we could say approved by the authorized

15 user.

16 MR. CAMPER: Yes, it would seem to fit as

17 objective, yes.

18 MR. TELFORD: We have a couple of' choices'that

*

.L 9 come to my mind as to where we could put it. We could put

|
L 30 it in the objective that says, you have the referral and it

|
'

E 21 is approved by the authorized user, or we could say, we have

L 22 it here, then say, in the reg guide, we think it's a good

23 idea if it's approved by the authorized user, as we have

34 said in the previous reg guide.
<

25 So, there are 2 vehicles for you.

_ _ _ ___ = __ _ _ _ __ _ ___ _ _ ____ _ _ _ _____-_ _ _ _
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1 David?

T 2 MR. WOOD: Could a pre-approved procedure be

3 allowed by a licensed user, writing into a procedure manual,

4 certain clinical diagnoses as being pre-approved. For

5 example, a diagnostic bone scan could be performed on the.

6 basis of these 5 clinical situations, osteomyelitis, bone

7 fracture, metastases, blah, blah, blah -- covers the average*

8 98 percent of the circumstances, when the technologist says

9 this diagnosis doesn't fit my clinical approved / pre-approved

10 clinical diagnosis, then I must take it to m,' authorized

11 user for verification of what he wants done.

12 MR. TELFORD: That's more or less what we had in

13 mind, is the way the diagnostic clinical procedures manualj

14 is used.

15 KR. WOOD: A lung scan being performed for

16 pulmonary embolus or whatever. Ycu know, you may have a

17 select list of pre-approved, they're straight-forward.

18 MR. COLLINS: That's_the way it's done now, I

19 believe, and that's exactly what we've been trying to'

20 address, as far as getting that with 200-hour or 500-hour
.

21 man or woman back into the circuit of making that judgment,

22 as opposed to a general practice and then the tech.

23 MR. KULIKOWSKI: One of the things that that

24 doesn't address is the -- any patient-specific condition
!(

25 which is not related to the diagnosis. Yes, maybe the
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1. patient weighs 600 pounds, your' standard procedures manual -

W- 2L may not fit that. It might give you some crappy image that.

3 this is what you want to avoid.

'4 MR. CAMPER: Bear in mind, again, that this

S- performance-based rule of how the licensees would go about -

.

6 accomplishing the objectives, are entirely up to them. If

7 .they want to use a procedures manual or a departmental *

8 protocol, which most of them do already. But the

9 technologist asks a serie of questions and indicators come

10 up that don't fit, maybe certain things that involve the

11 authorized user, that's fine. That's up to the licensee.

12 It's a performance-based program.

13 MR. KULIKOWSKI: Larry, that seems to be slightly;

14 inconsistent with what the following responsibilities are

15 reserved-to the authorized user, physicians under his

^

16 supervision. One is examination of the patient to ensure

17 that'the procedures are appropriate.

18- MR. CAMPER:: I certainly hear you, Bob, and I

19 certainly agree. But the problem is a practical problem,
'

20 _and that-is.that the departments have one physician are
4

L 21 averaging 35 -- more than 35 or.50 patients a day. While he

22- may deal with thyroid therapy and what have you.

23 In many cases, the authorized user has made a

24 decision that he or she is comfortable with having their
,

d''
25 technologist ask a series of questions on routine

;

'
__ . ,
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1 departmental questionnaires. All questions come up in the

R 2 usual answers or variances that aren't acceptable they will

3 perform a procedure.

4 MR. KULIKOWSKI: Maybe the answer to that is have

5 the cormission be making some policy that's published in reg4

6 guide 10.8 to modify that.

7 MR. TELFORD: Well, can we be specific to this*

8 rulemaking here? Bob, are you saying that you would like to

9 see this approved, either verbally or in writing by some

10 means --

11 MR. KULIKOWSKI: Right.

12 MR. TELFORD: -- by the authorized use or by the

13 licensee here?

14 MR. KULIKOWSKI: Exactly. We'd like to see that.

15 MR. TELFORD: All right. Bill, you're saying that

16 too?

17 MR. DUNDULIS: Yes.

18 MR. TELFORD: Jon?

'

19 MR. SHAPP: I'd love it.

20 MR. TELFORD: You'd love it? Steve?
P

21 Okay. Number 3. Our purpose in number 3 is to

22 get the information, in writing, to the department so they

23 know what to do. Now, this is an additional step that --

24 that you're recommending to us, and that is approval by the
i

25 licensee, prior to it?

_ _ - _ _ _ _ _ _ _ _ _ _ - _ _ -
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3? MS.-SALUS: It's not really new at all, from what

k 2 I've been hearing.

3 MR. TELFORD: No, no, well -- it's a new thought
.

4 here.

5 MR. COLLINS: .We're with you so far. e ,-

6 MR. ANDERSON: I think it's fine. With approval.
<.

'7 Pre-approval,-prior-to --
|

8. }m. TELFORD: Rita?

9' MS. ALDRICH: I still just have a problem with the

10- prior to. |

|

'11 MR..TELFORD: Such as?

12 MS. ALDRICH: Such as the cases where the
1
'

Ti 13 physician -- well, maybe we're talking about the same thing

14 to some extent -- that the physician will take

15- responsibility and the physician will sign off on -- on.the
1

16 : order af terwards. II -- jyst as long as it wasn't
17 interpreted as requiring some physical evidence that the

18 physician,.you now, signed off on this procedure before the

-;

19 fact.

|

L 20- MR.~ WOOD: You mean --
L -

21 MR. SHARP: Technician documents are --,

22 MR. KULIKOWSKI: If they. do a procedure based on
1.

23 someone who comes in and they can't get a hold of.the

l

24 authorized user -- well, can he do it anyway?

! 25 MR. TELFORD: We call that an emergency

L
1
,

- . .-
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1 conditions.- We have an escape' clause -- you go ahead and do
1
'1 2 the' emergency condition period.

3 -MR. SHARP: Hundreds of miles a way, we'll ask

4- verbally?

5 MS. ALDRICH: Thinking in terms of what's happened,g

6 in the past, after a while, the rule, the way it's written

"- 7 becomes something immutable and what went into the thinking

8 if it gets lost, and that that will be seen as somebody

9 insisting,that you've got to have the physician sign off on

10 this'before it's done, that's all.

11 .MR. TELFORD: I want to get a clear yes or a clear

12 'no from you.,

, 13 MS. ALDRICH: Ha-ha, yes.

14 MR. TELFORD: Wait, let me clarify.

15 MS. ALDRICH: As long as we're not understanding

16 .that we need something in writing from the authorized use

17 ahead of time. Yes.

; 18| MR. TELFORD: This set of objectives would say, !

19 oh, please.look at your page 1449. The lead-in sentence to~-

-20 this would say "this program must-include written policies

21; and-procedures to meet the following specific objectives."

22 Because it's a performance-based rule, we want to word it

23 that way. They don't even say, objective number 3, that,

24- start right here, that diagnostic. referral is made and

4
25 approved by the licensee where I have this and prior to the

!

|

__ . - - _ _ _ _ - _ _ _ - ____ _ __ _ __ _ ____ ___ ___ _
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1 administration of by-product material or any

( 2 radiopharmaceutical for any diagnostic radiopharmaceutical

3 procedure. I think I have those in not a very good order,

4 but the thoughts are there.

5 So, what this says -- this approval would be c

6 either verbal or written.

*

7 MS. ALDRICH: Okay, got it, yes. No problem.

8 MS. SALUS: And the footnote about emergent

9 condition stays?

10 MS. ALDRICH: Yes, that will come later.

11 MR. TELFORD: Just take my word for it.

12 MS. SALUS: Okay.

13 MR. TELFORD: Emergent conditions are covered,

14 okay, don't sweat that emergent conditions here.

15 Okay, so, what's your answer, yes or no?

16 MS. ALDRICH: My answer's yes.

17 MR. WHATLEY: That's been my major problem with it

18 all along. I certainly support that, as far as I'm

19 concerned, I'm ready to go home.
~

20 (Laughter.]
.

21 MR. FRAZEE: Yes.

22 MR. TELFORD: Larry?

23 KR. CAMPER: A clarification. Would you please

24 read then how it would -- what would be the wording, because
5

25 we've been using -- substitute, if you will, instead of

_ -____-______________-_ - -__
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1- medical:use-prior?to administration of by-product material,

di 2_ so we'll understand exactlyfthe wording.
.

3~ MR. TELFORD: Maybe that, prior to the

4- administration of by-product material, the diagnostic {

5- ~ referra1Lis_made or is received, one or the other andj

6 approved.by the licensee for any diagnostic

* - 7 radiopharmaceutical procedure. Take off the second

8 sentence. '

!

.9 _Now, we will have to define this approval as being
i

~10 'either written or verbal. ;

11' MR. CAMPER: Right, that's true, but I don't_think

i12 you're going to be able to limit it to that. I think you're

13 going to.have go give the authorized use flexibility in

14 exercising his or her responsibility and use of established.

15- clinical-protocols, operating parameters, clinical

16 . procedures manuals and what have you.. Because there are

i

17| going to be many cases, t

. hat-you don't want to create.is a scenario where11 8 W

E * 19. an authorized use, because he or she didn't specifically

- 2 CF authorize, either1 verbally or in writing, an individual

[:=
L 21 patient procedure, that'they can be cited for that. I think
L |

-22 - that would be something to avoid.

'

23' Fm. TELFORD: Now, wait a minute, we still have

24 the clinical procedures manual.
.,

25 MR. CAMPER: I understand that,

h

, -4...~ . . , . .
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L' MR .' COLLINS: Would you read it again,-carefully;1

1('r
-

2 ' read the statement again?

3 MR. TELFORD: That, prior to the administration of |

4 by-product material, the diagnostic referral is made and, is

5 received sounds better to me -- is received and approved by A'

6' the licensee.for any diagnostic radiopharmaceutical

.

7 procedure and we'll'have to define " approved" somewhere as

8- .being either verbally or in writing.

9 MR. WOOD: Since the licensee could be a facility,

'

10 shouldn't it say " authorized," in lieu of licensing because ;

' 11n Lit could'be a facility or hospital?

- 12 :MS.-SALUS: You don't to beat RSO, for example.
>

- 13 MR. TELFORD: We've been saying user --,,

14 MR.LCAMPER: It shall be pre-approved by the

15 licensee', if the licensee is the hospital.and the hospital
i

16 or its authorized agent, the administrator, is he going to

'17 be doing the pre-approving or should it be, instead of

18 licensee, authorized user for his authorization?
.

19 MR. TELFORD: Okay. Okay. Replace' licensee with-

f20 authorized user.
, ,

21- I. don't know, Tony. Go ahead.

22~ 'lOL TSE: I listened to this conversation and

23 found it very interesting.

$._
24 But first question I have is which state

t

25 currently, already requires the authorized user approval in

p

i
'
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1 each of the diagnostic --

' t. 2 MR. WHATLIY: That question was asked at tLa

3 Agreement States meeting specifically -- in the Agreement

4 States meeting. Most states held their hands up. By far,

5 the large majority of the states did. There were a few that

6 did not. Of the persons who held their hands up to answer

* 7 that, I'm not sure they knew. But most states did.

8 KR. ANDERSON: There only 3 of them that said

9 that, Kirk.

10 MR. TSE: Anderson said that they don't require

11 pre-authorization.

12 MR. WHATLEY: That's been as we've been taught.

13 On inspections, our annual reviews or whatever, it was

14 taught in the medical licensing course for years. I know it

15 was taught because I taught the course.

16 MR. DUNDULIS: Could I respond?

17 MR. TELFORD: Please.

18 MR. DUNDULIS: I think there are 2 ways of

19 answering them. In Kirk's case, it's specifically written-

20 into the Alabama regulations exactly the way Kirk has
.

21 answered. I think, the way most of us responded, at the

22 Agreement States meeting, I know, in Rhode Island, it's not

23 specifically in the regulations, but it's as a matter of

24 policy, that's how we interpret it.
4

25 So, if your question is, do we implement it? I

l
|

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ ._
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1' think the answer is yes. I think Alabama and a few others

c- -2 are the-only ones that actually have it written into their.
^

,

3 regulations.

4 MR. TSE: Second point is that, from our-pilot
,

5 program, the volunteers generallyLdo not say that they are p
.

'6 required to have this procedure'- ~have the: authorized user

'

7' approval. .

|
8 MR.'TELFORD: Let's -- yes, let's.take the State

19 ' of Texas,

l
10 MR. SHARP: That's a good example. |

!
11 MR. TELFORD: Do your -- are your licensees

12 . required to -- and your authorized users required to approve

1 13 these' prior to? i

!
14, MR. SHARP: We have not got anything in'the rules ,

15- to indicate that, i

H16 MR. TELFORD: AJ1 right..

|

| 17 MR. SHARP: We make a specific point of requiring -j
|

^

18 that for= mobile' scanning,-so-called mobile scanning

'

:19 -operations and that is a physician, though he may~be a 100

g- 120- miles.away, calls in. For a major institutions, in general, i
_

-21 when they've asked us the details of what an authorized use

22~ means, we~have accepted,11n the_ procedures manual, that

23 without documentation by a technician, without a written

24 . documentation, that they've got prior. approval and we'have

i<
~

25 not made it a point to enforce things as Alabama has.

!-
i
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|
! 1 We have been overwhelmed by the arguments of the

2 larger institutions, I think, since we're included here as1

3 one of the objectives, in the QA program, we would have an

4 easier time of trying to encourage our licensees to start

5 doing that, but, in some cases, we've got smaller hospitals
1-

6 that are doing it now that have been particuler and

7 carefully reared along those lines, if that's fair to say,.,

8 and the larger institutions that have given us arguments

9 that Dr. Tse and, in fact, in the pilot program, I'm sure, a

10 few Texas licensees have been involved in that have said

11 that.

12 It's one of the problems of the pilot program,

i 13 They were telling you how they did things and nobody was

14 asking us how we -- what we thought. If that's not

15 compliant with our regulations, we thought that was. That

16 part of it was.

17 MR. TELFORD: Today, you're saying it's a better

18 idea to take that approval step?

19 MR. SHARP: We have, in the smaller institutions..

20 They have never had the freedom, let us say, to not have the

*
21 verbal approval in mobile scanning situation. I think there

22 are a lot of good reasons for getting our medium-sized

23 institutions back to that. I don't know how successful

24 we'll be. I think that's very problematic with our major
V

25 institutions.

- _ - _ - _ _
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-1 If we're 'ng to be able to do it, especially

'( 2 with the verbal or . hat requires no documentation. I

3 think'we can encourage them, as part of the QA program, and

4 we should. So, I certainly would support its completion and

5 the QA objective. But, whether or not we make this an item- p

6 of compliance, is anothe atory.

#
7 MR TELFORD: You mean, within the state?

8 MR. KLINE: Let me, for the record, clarify.

9 MR. TSE: I have a couple of more points very

10 ~quickly, and I'll finish.

11 One more point is that, what is the problem in

12 .trying to correct right now to say you require authorized to

13 approve each and every diagnostic referral because Ed's

14 suggestion about the misadministrations were reported to

15 NRC.

16 MR. SRARP: It is not to further the aims of your

17 program, but it is to prevent the undoing of wholesale ofj

18 other state programs that already exist.

19- MR. TSE: Okay, but -- but, the last point'is that
'

20 if the practico -- current practice, most people practice
|

*

L 21 the current way of doing business without the authorized

22 user approval or. accept standing orders.

23 MR. SRARP: That's true in some states, not all.

24 MR. TSE: I mean, over, nationwide. What would be
/

25 the justification to increasing to require everybody to do

_ _ _ _ _ __ __ _
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1 'that? Is it' justifiable with whatever kind of problem we *

'('- 2 see?- Thank you. I'm finished.
,

9

3 MR. KLINE: I wanted to clarify the comments

4 earlier on the reg guide 10.8, revision to August '87. We

5- talk about the individual responsible for training

6 experience, and, in particular, they talk about RSO |

D' 7 physicist and authorized users. In that section, item 7, it

8 does not say that the authorized user has to review every-

'9 medical use of by-product material prior to adminstration.

10 It does not say'that.

11 'I t , in essence, says that the authorized user

12 involved in medical use must have the following

13 responsibilities and it talks about examination of patient,
,

14 prescription of dosages, but it doesn't say you have to
,

|-

15 review that patient administration project. You need to

'

16 clarify that first of-all.
e

17 MR. KULIKOWSKI: Could .you just. read that first-

E18 objective -- that first responsibility, examination of

19 patient?"

'

20 MR. KLINC: Okay. It says " examination of
| -o

21 patients and medical records to determine if radiation

22 procedure is appropriate."

23 MR. KULIKOWSKI: I mean, you can't determine if

24 the procedure is appropriate after the fact.
I.

25 MR. KLINE: But verbatim, it talks about

- . . .- - ._- _ - _ _ _ - .
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1 prescription of radiation dosage and how it is to be

\ 2 administered and things of this nature.

3 MR. CAMPER: What it dues do -- the wording, the

4 way it currently is, is flexible to al?.ow authorized user

5 discretion in how they carry out their responsibilities. p

6 Again, I reiterate that in some cases, in many cases, a

'

7 nuclear physician's authorized users have chosen to use

8 departmental protocol or protocols, patient and clinical

9 questionnaires, procedures manuals, which are primarily

10 carried out by technologists on behalf of the authorized

11 user and NRC is reluctant to go to its authorized users and

1. 2 demand that they practice or carry out their

13 responsibilities in a certain fashion.

14 I mean, we feel that there's a need to allow that

15 authorized user certain flexibility.

16 MR. KULIK0dSKI: As much as I hate to do this, I '
,.

17 will drag our attorneys into this. The interpretation that

18 they gave us of the very explicit language in reg gtide 10.8

'

19 was that the authorized use has to determine whether the

20 procedure is appropriate by examination of records and
a

21 patients. That's what it says.

22 MS. ALDRICH: Could I say one thing.

23 We've had this same kind of discussions. The way
(

24 we Arterpret that is that those are functions that are

l25
reserved to the authorized user; not that the authorized use
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1 must do this for each and every patient, but these functions

2 art Jeserved to the authorized user. I have to -- you know,

3 I keep talking about the tame sequence here -- approving in

4 advance kind of thing. We accept after the fact approval.

, 5 I mean, realistically, we know how departments are run. The

6 point that -- that we're trying to get across to all

*
7 licensees what we want from ther, as the authorized user, is

8 responsible for each and every study. Therefore, he can't

9 sign off after the fact.

00 I get back to the fact that this is diagnostic QA.

11 I don't regard misadministrations with diagnostic

12 radiopharn.aceuticals the same way as therapeutic. So, even

13 if there is an error made -- if -- if what I'm saying is

14 that the authorized use has to approve, at some point. It

15 .any be after the fact, if it was a mistake, that that's one

16 of the functions of the quality assurance program, is to

17 detect errors that might have been made and correct them.

18 So, I don't regard it as life-threatening that a

~

19 mistake could get by because the authorized user could not

20 do that approval ahead of time. I mean, realistically,
.

21 that's going to happen, and not just in emergency

22 situations.

23 MR. CAMPER: Well, just to, and please understand

24 that what we're emphasizing here is that the NRC believes

25 that the authorized use has certain responsibilities. I
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1 think the question or the controversy, if you will, revolves

i 2 around to what degree does our regulatory agency or yours,

3 for that matter, get involved in assuring that that

4 responsibility is carried out. This comes down to a timing

5 problem almost. But, the responsibilities are still there ,

6 for the authorized user, as far as we're concerned.

*

7 MR. KULIKOWSKI: 7 just wanted to take one slight

8 exceptic: to what you just said about the -- the importance

9 of diagnostic misadministrations. In New York City

10 recently, they did not involve the authorized user directly

11 diagnostic misadministrations in these states can have

12 significant impact -- life threatening in this case.

i 13 MS. ALDRICH: Yes, but Bob, that had nothing to do

14 with the radiation?

15 MR. KULIKOWSKI: Right, I know.

16 MS. ALDRICH: I know, I mean. That could be true

17 to any injection in any medical setting anywhere. I'm

18 talking about the risk of radiation. You know, relative to

~

19 diagnostic versus therapeutic. I don't think --

20 MR. KULIKOWSKI: These 2 couldn't really be
4

21 separated from that.

22 MR. TELFORD: Wait.

23 MR. CAMPER: There was a case recently, involving

24 the VA Hospital in California. It was a diagnostic

25 procedure in which radiation consequences were significant
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1 in the diagnostic procedure. *

-- a
.l, 2 MS. ALDRICH: What was it?

1

'3 MR. CAMPER: 5 millicuries of -- antibody was to

4 _be administered; but in fact that'200 mil 11 curies of

5- titanium was administered mistakenly. The radiation dose too
,

6 the authorized user because he chose he infused this as you

't .7 would -- antibody,-over a long period of time, dose to his

8 hand was significant.

I9 MS. ALDRICH: No, no, I accept that. .There have

10 been times. Yes.

.I'm juot saying there are scenarios11 MR. CAMPER:-

- 12 . where diagnostic procedures can carry with it a significant

',- 13 radiation.

14 MS..ALDRICH: .I don't argue with that. I was

- 15 curious, I think that's happened before that an eluit was
i

16 ninjected instead of afdose.

17' MR. CAMPER: Yes.

18 ! MS. ALDRICH: But what I'm saying is_that, you:

19 know, on the -'and in the general case ----

20 MR. CAMPER: Right.
..

.21 MS. ALDRICH: --.I regard them as 2 separate
.

22 levels of concern and I think they should be treated

: 23 differently.

24 1CR. TELFORD: Does that mean you're going to
.

25 change your response on objective 3 as we reworded it or

,

- 4 th ee.. -r' m.-tr- .ets--,-- - , _ . ..m.=,...--....--,r-:..a_-en.e._-. -.w w .. ,m,-* . .-.-,...---o.. _-e.-*m r s . v%w * r - w r- , e n,- ew r -, <-*v-
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i
1 not?

,

( 2 MS. ALDRICH: It's -- the way that I kept

! 3 responding to you about the timeframe is driving, you know,

4 whatever discomfort I have with this. But I can -- I can

1 5 live with that wording. I still think we have room for .

6 interpretation with our licensees.

7 he recently had a meeting with all of our 9

.8 licensees in the Albany region because a recent inspection

'9 focused on something like this and the inspector, in sending

10 the enforcement letter, was very specific about signing

11' prescriptions, etcetera, etcetera, or actually even, you

12 know, did not examine patients and make a determination that

i 13. a procedure was indicated, really, quoting from the guide.

I 14 During the meeting, we asked, you know, how the
I

15~ individual physiciana approve procedures. There really |

16 wasn't anybody in that room who wasn't doing something that.
,

17 was acceptable. A lot of it comes down to either the way

i 18 that'the inspector asks the question or the kind of document
|

'
| 19 that we expect to see.

20 What I'm ~~ as I said, I'm in favor of quality
.

21. assurance. -We require it now. But I just would like to be;

j 22 sure that the wording, Jn the final rule, isn't such that
_

|'
23 we're going to be requiring people to jump through hoops

|

24 that are unnecessary, that's all.
I?

25 -MR. KULIKOWSKT We agree with that too.

~ . _ _ _ _ _ _ . . . _ _ - _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ , _. . -. . . . . . _ . ~ . _ - -- ,
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1 MR. TELFORD: Give me a clear signal folks. It's

i 2 not made of water, we're going to do it or we're not going
.

3 to do it. If we're going to say that, prior to the

4 administration of by-product material, diagnostic referral

5 is received and approved by the authorized user for any,

6 diagnostic or radiopharmaceutical procedure. Is that or is

* 7 that not your best advise?

8 MS. ALDRICH: I can live with it.

9 (Chorus of ayes.)

10 MR. TELFORD: Now, understand that approval means

11 verbal or written, but if we say up here, prior to the

12 administration, it will mean prior to administration. We

13 haven't said anything about how to document that approval.

14 But that -- I want to know, is that your best advice for me?

15 MR. KULIK0WSKI: Right, and we've left an escape

16 clause for --

'

17 MR. TELFORD: Emergent conditions escape,

18 definitely.

19 Ned, we've now looked at referral. Before we look*

20 at prescription, could we go to lunch?
.. ,

21 MR. Cr\MPER: I assume now because we're changing

22 the wording objective, that's a suggestion that the wording
,

23- diagnostic referral or addressing this issue as part of the
L
l 24 definition diagnostic referral, that's taken care of; is

25 that correct?

.
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1 MR. KLINE: That stays as is.
,

N 2 MR. CAMPER: Your concern is captured in the
4

3. objectives; are we-together on that?

4 MR. TELFORDt. In other words, the definition of
,

5 referral that I gave.yo'u is acceptable? .

6 .(Chorus of ayes.]

'
7 MR. TELFORD: Nobody objects to that?

4

8 (No -- response . )

9 MR. TELFORD: Okay. Let's -- it's almost 1:30.

10 Wed 1 come back in'an hour.-

11 (Whereupon, the meeting recessed for lunch to
l

12 - reconvene later this same day.) l<

l

y- 13

14

15

16
,

17

18

*

19
,

20
4

- 21" '

-22

' 23

24

25

1
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1 AFTERHOON SESSION

k (2:40 p.m.)2

3 MR. TELFORD: Let's go back on the record.

4 Welcome back. Let's pick up where we left off.

5 We have discussed so far the definition of a*-

6 referral, and we have so far modified, or so far we have
a

7 modified Objective number 3.

8 The other part of this, we started out talking

9 about what formally call the prescription. So, this relates

10 to Objective number 2.

11 T.o, the definition that we need to focus on is

12 what we called a prescription here. I think, my best shot

13 right now is to call it a written referral. That's, if I

14 take all the advice that I've been given, they all would

15 call that a written referral.

16 Now, I would say it's an order, it's a written

17 order. It's signed by an authorized user. It contains

18 certain information for teletherapy, certain other

.

19 information for brachytherapy, certain other information for

20 radiopharmaceutical therapy.
,

21 MR. KULIKOWSKY : You said written referral. Do

22 you mean written directive?

23 KR. TELFORD: Written directive, did I say? I

24 stand corrected. Yes.

25 Eo, for prior to administration of byproduct

k$h \
13%
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1 material, we have a written directive.

( 2 The information that we would say is the minimum

3 information content would be essentially what we have here

4 on page 14-47 in the upper right hand corner. For

5 teletherapy, brachytherapy and radiopharmaceutical therapy. -

6 I think, very slight modification of that in some

'7 cases. That's basically the idea.

8 Now, first of all, does anybody have any heartburn

9 over using the term written directive in place of

10 prescription?

11 (No Response.).

I? MR. TELFORD: Some people are shaking their head

U 13 no.

14 }U1. FRAZEE: No heartburn.

15 MR. TELFORD: Okay. Then, let's sco if we can

16 look at Objective 2, and we would say that, prior to the

17 administration of byproduct material -- take out this phrase

la " medical use" everywhere -- that, prior to the

*19- administration of byproduct material, a written directive is,

'
20 made for (a) any teletherapy procedure, (b) brachytherapy

*,

7.1 procedure, (c)-any radiopharmaceutical therapy procedure, or

?J (d)-any radiopharmaceutical procedure, any, involving.more
. >u a*

23 than 30 microcuries of I-125 or I-131.

74 (Pause.)
bf
'

;' b MR. TELFORD: Any comments?

I

. _ _ . . . _ _ _ _ . _ . , .. _, -
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1 (Paure.) |

1 2 MR. SHARP What have you found in the way of .|

3 objections? I mean the Iodine question.

4 MR. TELFORD: Relative to 30 microcuries?

O 5 MR. SHARP How is your pilot study?

6 MR. TELFORD: Okay, let's see. From the i

3
7 volunteers in the pilot program, I believe that most of them

8 would accept this, would accept the 30 microcuries.

9 The medical societies that we met with, like the

10 AAPM, the ACMP, ACR, ES and ASTRO, I believe in the end, on

11 the second day they were willing to leave that.

'12 MS. ALDRICH: John, that 30 microcuries is sodium

13 iodine?i

14 MR. TELFORD: Yes.
;

l

15 MS. ALDRICH: Okay. I just want to make sure.

16 km.~TELFORD: Ap sodium iodine.

17 MS.-ALDRICH: Okay.

11 8 KR. TELFORD: Yes?
<

19 MR. WHATLIY: Was there a reason for putting 30

g 20 'microcuries as opposed to just saying any71odine-125 or ,

e 4, ; ,, :

21 iodine-131?

22 MR. TELFORD: Yes, there was a reason 6 iMany:

23. diagnostic procedures, as you know, happen or take place
.

| 24 using amounts of I-131 less than 30 microcuries. So, we

[ if
! 25 would like to catch the big mistakes, but the uses of I-131 .

ib5ay.

' $y i*

|
N3 !

L ~
,
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2 with small quantities, you know, we wanted to have minimum

k 2- impact on them. So we look at those as diagnostic

3 procedures, which would be down here in objective 3.

4 NR. KLINE: John, you might want to comment that

5 the 30 microcuries, if a mistake were made, it's in the t-

6 millicuries. Thirty millicuries then gets the reasonable
,

i

7' range of any real significant biological damage, not

8- exceeding the significant affect.

9 Also, the 30 millicurtes -- 30 microcuries -- was,

10 I believe, a recommend one of the medical

11 societies?

12 MR. TELFORD: Yes. There were ceveral

13 considerations. One consideration argues in favor of a,

14 lower number. That is, if you make the micro- to millicurie

15 switch, you might want to be minimum 5.

16 But-if you look at the argument in the other

17 direction of most of the procedures are conducted down at 5,

18 10 or 15 microcuries, so people say there's no need to
e

19 bother this. So, that argues with driving'it up.

20- I mean, we did hear comments from some of our.
,

21 volunteers to maka this 15 or make it 100. But, you know,

22 there were sort of no overwhelming arguments in favor of

2 3 -- moving it one way or the other.
,

24 Then there's a third argument that says, what if

25 you give something of this level or slightly more than that,
'?4

bk,

"
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'

1 what are the stocastic effects over the next five years?

I 2 Or, either hypothyroidism or cancer of the thyroid.

1. '3 , You consider those and that argues for its favor of

4- something around 30, and that was the recommendation from a

9 5 member of the ACMUI.

6 MR. SHARP: Just to make sure that I understand

$ .

7 what you're saying, you got around the question by saying

8 this was as iodine. So, we should see as iodine there.

9 MR. TELFORD: Yes. We should say as sodium

10 iodine.''I meant to say that but I didn't.
i
'

11 (Pause.)

12 MR. SHARP:. Talents 2 and'3 both?

13 MR. TELFORD: Take this sentence out of 3. Okay,

14 .is everybody willing to let Objective 2 and Objective 3 rest

15. for now? Let's.back up to. Objective 1, for 35.20.35.

16 Let me give you some feedback on what we heard
,

17 from some of the members of the pilot program, the

18 physicians in particular.

e
19 A couple of the physicians said.you thouldn't say

.

that in your objectives. You ought to make a footbote that20
m g. ,

- o > .

21' says we assume-that this is required and it-will be' carried

p out in accordance with your license as a physician'along;22

23' with the requirements'that you'need for JCHO or somebody
|

| 24 else.
i

'
'

-25 on the other hand, other volunteers that are not~

. M,

(?pj i.
m- ).O
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1 . physicians, or medical physicists, or technologists thought

( 2 that it was a pretty good idea, they liked that. When ve

3 met with the ACR and the four other societies, we had three
,

4 physicians. Of eight people in the room, three of them were 1

5 physicians.

6 I was surprised to hear, " Objective 1 is great."

A7 Okayi When we met with ACNP and SNM, they said take it out.

8 First of all, they don't really want to discuss the

9 objective of the Rule because they want to go on record as

-10 being totally opposed. But if you ask them they'll say get
1

11 rid of that.

12 Now, JCHO would say, no we do that. We want that.

! 13 We wouldn't necessarily advise you to get rid of that. So,

14 we have sort of mixed signals, if you will, on what to do

15 with this.

16 Here is my best recommendation to date. I would

17 take it out because I don't need it. What I want to do is

18 make sure that the byproduct material is administered as-

19 prescribed, and I would hope to demonstrate to you that if I *

20 get a written directive, a referral, and then I have some
m a

21 other objectives that says make sure it is administered as

22 prescribed, etcetera, then I can live without' Rule 1.

23 So, I recommend to you to take it out.

24 MR. SHARP: It seems to be consistent with what

25 you said earlier about not intruding in the practice.

l

- - . - - - - . . . . . - - , - . .
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1 Because that certainly is contained in there.

A 2 MR. WOOD: I would also add to it that it would be ,

3 difficult, if net impossible, to quantify that value, or

4 measure it or inspect it, or regulate it.

A 5 MR. TELFORD: If I were an-inspector, I would look

6 at the record here, you know. If it's therapy and you're

*
7 looking at the written directives, that's pretty good

0 evidence that that happened. I'm just speaking personally.

9 So, do I have any objections to taking it out?

10 Rita?

11 MS. ALDRICH: I was going to say that before you

12 put in approval of'the referral by the authorized user it

13 might have made more sense. But I think once you add the

14 approval of the diagnostic referral, then you don't need
.

15 that anymore.

16 MR. TELFORD: Yes.

17 MS. ALDRICH: You already had it covered.for

18 therapy because you said prescription. I think, while

~

j
'

19 diagnostic' referral stood alone there, that first objective

20 made sense. But now I think you have it all covered and you
. ~.

, s.

21 don't need it.

22 MR. TELFORD: Okay.
.

23 MR. WHATLEY : I'll agree with that. I ought to

24 note that on my paper that said the only person who could do
,

25 that was a person who was trained properly.

-.- _. _ . . _ _ ._ _- . _ _. _ _ . _ _ _ _ , . . _ . . _ _
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1 MR..TELFORD: Okay. Then I hear no objection to

( 2 taking it out?

3 (Response.]

4 MR. COLLINS: We don't want anybody from NRC to

5_ ever assume that lack of comment means agreement. So I'll -

6 answer.'

e

7' MR. TELFORD: Don't we speak in double negatives, *
.

8 here?

9 (Laughter.)

10 }U1. COLLINS: As far as I'm concerned, I would say

11 go the rest of the way around the table.

12 MR. TELFORD: Okay, I'll start over here, then.

.i 13 . Bill, what do you say about number 1?

14 101. DUNDULIS: I would agree that, if we get the

'15 language changes-in the other ones that we've talked about,

'16 it becomes redundant.
'

17 MR. TELFORD: Okay, thank you.

18- MR. KULIKOWSKI I agree.

'

19' MR. SHARP: I:think removing it is consistent with

20 .the established practice.
s ,

,

21 MR. TELFORD: Steve says out.

22- MR.'. ANDERSON: Out.
.

.,

ayy:
.23 KR. TELFORD: Larry says out. David says out.

*

24 And David says out. Rita says --

I
'

25 MS. ALDRICH: Out.

$;
1:
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1 MP. KELLEY: Out.

2 MR. TELFORD: Rick says out. Kirk has already .

3 said out.

4 Okay. Now, let me re-visit number 2, here.

5 Because before when I was speaking to you before luded*

6 the brachytherapy procedure as a written directive.'

.

7 We've got some feedback from almost evttybody,

8 like the volunteers of the pilot program, the medical

9 societies, that you really cannot have a written directive

10 for the brachytherapy procedure prior to going to the O.R.

11 It's got to be after implant.

12 So, we have come up with the idea of having what

1 13 we're calling a pre-plan so that, prior to the brachytherapy

14 procedure you have pre-plan.

15 MR. WHATLEY: Could you just explain, help me

16 understand why you can'tphave one before you go?

17 MR TELFORD: Yeah, sure. In the event you have a

~

18 written directive prior to the completion of the treatment,
..

19 this is the way it goas.

20 If you are going to do an implant procedure, what
,

21 we say in a written directive is that you have to talk about

22 the administration of the byproduct material in terms of the

23 dose. Now, for brachytherapy you can talk about total dose.

24 In parenthesis you can talk, either the source strength or
t-

25 the number of sources, the radioisotope and the treatment
-

h-
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I site. But what you can't get to, I'm told, is to quantify

2 the does.

3 The physician hasn't put in the seeds yet. Now, 1

4 the physician wants to put 27 seeds into the tumor site.

5 But in the O.R. the physician discovers that they can only *

6 get 22 in there. Or ultimately they can get 32 in there.
.

7 So, to try to specify the dose prior to. implant is

8 sketchy guesswork at best. What we're saying to you is the

9 pre-plan would specify the number of seeds and the sources,

10 .the activity of'each and the isotope.

11 Now this is a plan that's written that the people

12 can follow, they know what to do. They go to the o.R. The

i 13 physician plants these seeds. Now the physician knows

14 absolutely how many seeds he's put in. Then they are eithery
:

15 using a template or they're using radiographs or other

16 methods to determine the exact location of these seeds.

17 That way the isodose curves can be calculated or it can be

18 determined how long to leave the seeds in. In other words,
.

19 that's the definition of the dose to be delivered. And it
n

20 is done after implant.
-xw,

, . < wn

21 so, then we.say-you have a written directive which
x

- 22 would call for the dose. And we say a written directive is

23 made prior to completion of the treatment. By that we mean

- 24 that after you come out of the O.R. the clock starts

25 ticking.

t ->?

- f i'

L
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.

1 Now the seeds cene out at conc point, and you have
x .

I 2 to go away and calculate what you've pot in there and what

3 you are delivering. And if you are going to treat to the 80

4 or 90 percent isodose curve, exactly how long, exactly how

J-
5 long you want to leave the seeds in, which is the definition

6 of dose to be delivered.
.

7 So, what we want, we think, is prior to the clock

8 st .oing that the written directive is signed by the

9 '/uorized user. It is specified before hand, if you will.
.

10 Now, we didn't word it such that three hours after

11 the implant, or 24 hours after the implant, or 72 hours

12 after the implant, because we tried that and we found out

13 that that.was froth with a lot of difficulties as to exactly

14 when you specify that.

15 So upon further thinking we said, well, gee, what ,

i

16 we really want is just prior to completion of the treatment.

17 And this phraseology was accepted by the ACR and the other
,

18 four societies represented as being sufficient.

19 We had the benefit of talking to some physicians

20 who were practicing oncologists, and they're pretty. tough on..

21 their colleagues. 'They're looking for some procedures that

22 would be sufficient.

23 Anyway, that's my best recommendation, so let's

L ( 24 get some discussion of this. Jon is first.

! F

25 MR. SHARP: Is your suggestion to change the
,

L

_ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ -_ - . . . - . - . - - . ._. . _ . . - . . ._ . _ - . .-. .



_. - _ __ _ _ _ _. . _ __.__ ___ . _ . _ _ _ .. _ .. _ __._ _

180 |

I
1 objective or to change the definition under written |

|

( 2 directive?

3 MR. TELFORD: We would change the objective. We

4 would throw out, delete, number 1. Number 2, with a draft.

5 Three things. It would address teletherapy, t

6 radiopharmaceutical therapy and amounts of I-131 greater

'

7 'than 30 microcuries. Then we would add another objective

8 here that would say for brachytherapy procedures.

9 MR. SHARP I see what you're saying. Let me then

10 suggest instead that you take a look at the definitions of

11 prescription which would be written directive, 1447 in the ;

. 12 upper right, under (D). You have for brachytherapy the-

13 elements that you don't want under written directive.

14 What you have suggested are difficulties only with

15 one kind of brachytherapy, interstitial implants with

16 removable sources.

17 MR. TELFORD: How about high dose radioactive

18 orders?

"

19 MR. SHARP: There's not a problem about where that

20 catheter goes. Before you initiate treatment they'know.
,,c, 'g ;-

21 They've been able to put the catheter --

22 MR. TELFORD: How about if we talked about non-

23 . permanent?

24 MR. SHARP: What I'm suggesting is that you have

({
25 (E) under these four things, for brachytherapy with

j?
n.
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1 removable sources. Interstitial brachytherapy with

2 removable sources.(
3 A pre-plan which includes your elements there,

4 assuming it's tied under definition and you haven't

5 cluttered your objective with one special case. And you've
.

6 got it where it belongs, as a subset of all brachytherapy.

7 And you can put your special pre-plan ideas right there..

8 MR. TELFORD: We have an.(A) which allows for pre-

9 plan.

i

10 MR. SHARP: But for this one kind of

11 brachytherapy,.we need this, permanent source implants, you

12 can't control once you've got the seeds in, you're going to

-i 13 leave them there, you're stuck with whatever the dose is.

14 There's no control to exercise.

15 I don't think this is really going to come up, but

16 11f you want I'd put it in dose because there might be median

.. 17 thing.

18 In general, you don't have a high dose rate. But

~

-. - 19 if you do, that could be included as d reaoval interstitial
&.

. 20 brachytherapy application and could be ihdidded; "oS
~

L .. ,
. _ . 04;v c &"

21 MR. TELFORD: Bill?

| 22 .MR. DUNDULIS: Two points. One of them"was the.
. '. . * A ~ . %g M*"i

t' .s .

.e.. .
a

23 point John made about the after loaders. I wasn't'sure if

24 some of the protocols you were talking about would be
4

.

\ 25 appropriate for the remote after loaders.

._

Q y41

_m J .?

i
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1 And the other thing which is just something I've
4

( 2 seen in at least a couple of instances where the placement

3 has not been interstitial at all. In a couple of instances

4 they've used gold foil, a gold needle, just superficially
5 affixed to a skin lesion. '

6 Again, the pre-plan escape clause, if you would,
.

7 might not be appropriate and you'd want to plan out exactly
8 in advance what you were going to do.

! 9 MR. TELFORD: Well, for the high dose after

10 loaders, I think you'll need a written directive prior to.
11 MR. TELFORD: Right, prior to administration.

12 MR. SHARP: To the extent it imitates iridium, and

i 13 it can be covered by you're saying, similar to the pre-plan
14 for the micro selection. To the extent that it imitates

15 intercavitary.

16 MR. TELFORD: The only problem that I'm

17 momentarily having with your suggestion is we would be

-16 saying that you have to have a written directive for

.

19 brachytherapy, then you start to give definition of a

20 written directive, and it says, oh, by the wap for| sudden
'p.:xe y

21 and non-permanent.

22 The brachytherapy procedure is that we don't

23 really mean that you have a pre-plan prior to going to the

,
24 0.R., and then you sign the written directive.

'

25 MR. SHARP: But only for one kind of

. - .- - .. . _ _:__________-__-__ _ _ _ _ - _ - _
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1 brachytherupy. The rect can be ac before, as teletherapy.

(
2 The kind of brachytherapy where the morphology of the -

3 treatment situation has to be decided in the operating room.

4 That can be covered by a relaxed set of standards in the

*
5 definition.

6 MR. TELFORD: David?
.

7 MR. WOOD: The example you gave in the scenario of

8 a surgeon not knowing how many seeds he was going to put in

9 during the O.R., so the post plan is more important, was

10 more on the lines of a permanent implant, not the temporary

11 removable kind.

12 MR. SRARP: Right. But if the clock starts after

! 13 the O.R., the clock makes sense only for removable sources.

14 You're not going to remove palladium seeds. So you're stuck

15 with whatever treatment you get. There's no point in

16 revisiting something you can't change.

17 MS. ALDRICH: Isn't there already in here -- I

18 can't find it at the moment -- but, a provision that if a
.

19 -change is made to the prescription it be documented later?

20 Isn't that ree!1y what this would be?- In other; wor sq--,

21 MR. TELFORD: That's in the Reg Guide.
.,

22 MS. ALDRICH: Oh, okay, it's in the Reg Guide'J.

23 I'd favor putting it in the regulations to make it clear

( 24 that anyone can change a prescription at any time. I mean,
,

25 even in the middle of fractionated therapy, they might

. . - - -. - . . - - -



. - - . . - - . - . . ~ . . .. - - .

1

1

i

184
^

1 decida to change the dose. As long as it's documented, who

Y
2 cares?

3 MR. TELFORD: That's true. But that's not a thing

4 you put in the objectives.

"
5 MS. ALDRICH: And the Objectives, okay. I just

6 think it's a non-issue and I wonder if the clinician can
.

7 change his mind.

'
8 MR. TELFORD: David?

9 MR. ZALOUDEK: In the definition you use for

10 prescribed dose.you've got reference-to revise resources

'11 after implantation.

12' MR. TELFORD:- So, do you think we've covered part

L 13 of it in the definition?

11 4 HMS. ALDRICH: Yes.

15 MR. WHATLEY: If it's a prescribed dose.
!

16 MR. ZALOUDEK: The prescribed dose column already
1

17 takes care it.

18 MR. SHARP: Yes.
.

19- MS. ALDRICH: . 'In either sense they should know.
m

20 If you: change it later-you'd just be modifyin,g,your, _ . _ s, _.

ggm ).7m 3,.
- m -

' ^
21: prescription which is okay.. .!

22 MR. FRAZEE: Why does it really matter? -Unless.

23; I'm terribly confused here, they know what dose they want to

.
24 give.

25 MR.' SHARP: But they may not be able to give it
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1 within 20 percent because the turer just doesn't allow that
i

2 packing.

3 MR. TELFORD: If I'm hearing John correctly, he is

4 agreeing with the definition of the pre-plan. He's just

'

5 saying how do you implement it.

6 What he's really saying is not a big enough deal
.

7 to put it in the objective.

8 MR. KULIKOWSKI: I agree with that.

9 MR. TELFORD: You can do it some other way that

10 took in the definitions.

11 MR. KULIKOWSKI: Or just semantically, the pre-

12 plan can be called the written directive, and prescribed

13 dose, definition (b) just allows that written directive to

14 be modified after the fact. We're arguing what we're going

15 to call it.

16 MR. SHARP: He could make reference under (d) to

17 the definition under (b).

18 KR. TELFORD: John, you're saying address it both
.

19 in the definition of the written directive and under

. 20 prescribed dose.

21 MR. SHARP: It seems to be developed under

22 prescribed dose. You can just put an arrow:under (d), as

23 written directive, pointing to (b), prescribed dose, and say
.a

24 use this definition for brachytherapy, which would allow a

25 pre-plan, or the quantity of radiation as stated in the
h
9

__. _ _ _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ __
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1 prescription as documented and revised to reflect the actual
.

(L 2 dose.

3 MR. COLLINS: And out of those we would use

4- something called an agency note. All you're wanting to do
1

-5 is clarify or refer back to somewhere else that provides a1 .

6 clarification, which is'the recommendation we got.

7 It's not clear.enough to us if:you are just stuck -

8 in one place with the definition. So here in this other
|

9 place, you just put note, or agency note, and' refer to the

.0 ' definition --1

11 .MR. SHARP Total dose as revised.

12 MR. COLLINS: But it doesn't'have to be a rule
- ;

.

13 itself. -It's just explanatory material.-

14 : 10R. DUNDULIS: I kind of agree with what John

15' said. -I have a comment on teletherapy, which is based on

16 .something Terry said.

.17' MR. TELFORD: Let's keep one issue on the table at

18~ once. Let me ask, okay, pre-plan is the way I prescribed it f

.19 .and maybe the way that John has suggested using it, is that *

C2 0 ' something you could all agree with, not disagree with?
w .

' 21 ( A chorus of yeses. ).

22 MR. DUNDULIS: Yes.

I
23 MR. KULIKOWSKI: I'd be happy with it the way it

.

24 is now, with an-explanatory note,
1

1,

25. MR. TELFORD: Would you not object to the way.that'

. . . . - ~ . . _ _ -_, -____ _ _ _ _ _ - _ .:.._.. ._ . . . - - - . ,. ~ m- .- .. . .~.. .i'

--
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'

ll John said? |

( 2 MR. KULIKOWSKI: I agree with what John said. I -

I
3 ~ mean,' based on the way the definitions are written here, the I

i
4 least amount of change occurring, leave it the way it is and

'

5 just put some sort of explanatory note in (d) up here.

6 referring back to this definition.

~
7 And I think trat would cover it, without

B introducing a new set of terminology.

9 MR. SHARP: It doesn't look like you need anything

10 more than a note to cover it and you could avoid the use of
.

11 _the word " pre-plan" altogether.

12 MR. DUNDULIS: That's what I was agreeing with. I

i 13 was agreeing with John's concept.

14 MR. COLLINS: We don't need " pre-plan" at all,

15 just a little-note in there saying " prescribed dose."

16 MR. SHARP: Dose means dose as revised?

17. MS. SALUS: And then under section (d) for
18 prescription, written directive rather, you would say

19 brachytherapy, with a footnote that says,-if due to the true

20 execution'of this thing you can't achieve the original dose
_

;g w..

21. as contained in the written directive, you changed the

22 prescribed dose as allowed under the definition of

23 prescribed dose?
-

,

.

24 MR. TELFORD: Well, the physicians would tell us

. 25 that they don't even know the dose.

I
'

i

_ _ - . _ . , _ _ --
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1 MR. SHARP: Then they don't need to put --

( 2 MS. SALUS: What's the plan?

3 MR. TELFORD: Their plan is to go to the OR with a

4 certain number of seeds and see what they can do. They

5 would have a range in mind, if you're really going to put ,

6 them in a corner, they might say oh, three thousand to five

7 thousand rads. But that's not a dose. -

8 MR. SHARP: Then perhaps let's say the total,

9 since they've talked to you about pre-plans, they had in

10 mind a dose for the pre-plan.

11 MR. TELFORD: Not necessarily. Maybe a dose

12 range. Maybe a large dose range.

13 MR. SHARP: So maybe instead of saying total dose

14 under (d) we should say dose range. Or do you want to be

15 that specific for the other forms of brachytherapy?

16 MR. TELFORD: I think then you create a loophole.

17 I thought your first suggestion may be workable to say under

18 (d) you acknowledge that or you create pre-plan and then

19 after the OR you require a written directive.
*

20 MR. SHARP: I hate to see the use'of the word pre-
-

,

21 plan if it's not needed.

22 MS. SALUS: To me the term written directive is

23 broad enough that if you want to say your pre-plan is your

24 written directive initially, but it subject to revision

25 later, that could be fine, but pre-plan doesn't seem hard

e

. . _ _ . _ _ _ _ _ _ _ _ _ . _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ . _ _ _
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J

1 enough. 2

1
2 Before you start injecting the sources or ,J

i

3 implanting sources, you should have a pretty good idea of I

4 what it is you are trying to accomplish.
|

5 MR. TELFORD: Well, maybe under -- excuse me. Go*

6 ahead.
.

7 MS. SALUS: That just seems to be bothering me,

8 that the pre-plan should be pretty specific. And if you

9 want to, instead of saying " total dose" say number of seeds

10 or implants. So you have your written directive saying what

11 it is you're going to try and do, and if for some reason

12 that's not possible, then afterwards you go ahead and

v .13 revise, that's one thing. But to say that we don't need

14 something as concrete as a written directive, which is a

15 pretty loose term anyway, thLt makes me nervous.

16 MR. TELFORD: get me try it this way, if.I'm
17 hearing what you're saying.

18 Under written directive in (b) we say, we say what
. .

19 a written directive is prior to implant and then we say what

20. it is after implant. . , ,
~ .,a ~y. s

! 21 So, prior to implant, we say that the information

22 content contains or includes number of seeds,_ activity,

23 isotope. After implant, we say dose, or we say time and

1

- 24 source string. Treatment site can be common to both, either'

|
25 before or after.

Aw
%g,

,, , -- - __- . _ _ . . _ - _ _ . _.______. ___- ._- __ ___ _ - _ _ _ _ - - - . . - ,. .
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1 So there we have it. You don't have to have a

(
2 pre-plan term. We just have said what the written directive

3 means prior to implant and after implant, and you recognize

4 that a difference needs to be stated.

'

5 MS. SALUS: And in lots of cases maybe there won't

6 be a difference, maybe the pre-plan will be so good it will
-

7 be able to be followed. That will be exactly what you were

8 hoping to accomplish to begin with, hopefully that will be

9 the case. That doesn't always happen.

10 MR. TELFORD: In some cases, yes. Probably for

11 the high dose rate afterloadeis, you're really going to need

12 a written directive that talks about dose prior to

13 administering. But in other cases, you're only going to

.14 know things like the isotope, number of seeds you're going

15 to try to put in, and their differences.

16 MR. KULIKOWSKI: John, that's already covered in

17 the prescription (d). It says the total dose, and then

18 you've got, parentheses, or treatment time, number of
.

19 sources, and activity. You know, that gives you the leeway.

20 And another advantage of addressing it the way we've .
,

21 described is that it becomes more generic. If they're doira

22 a teletherapy treatment plan, they can make --

23 MR. TELFORD: Teletherapy is included elsewhere.

24 MR. KUL!KOWSKI: By approaching it in this generic

25 way, if they' find halfway through the teletherapy treatmcnt,

_ _ _______________________ _ _ _ _ _ _
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1 they find that the turer ic progressing faster than

(
2 anticipated, and they want to modify things that way, this

3 allows them to do that as well. It's just the same general

4 concept.

.

5 MR. TELFORD: I don't understand ths necessity of

6 what you're saying.
-

7 MR. SHARP: Revisability.

8 MR. TELFORD: It would give them revisability.

9 MR. KULIKOWSKI: That's all you need.

10 MR. SHARP: That's all you need.

11 MR. TELFORD: But what the physicians are saying

is that for several types of brachytherapy implants, they4.

13 cannot specify a dose going in.

14 MR. SHARP: It's giving them the option of

15 treatment time, number of sources.

16 MR. KULIKOWSKI: Under the definition of

17 bracrytherapy.

18 MR. TELFORD: They don't know brachytherapy time.
.

19 MR. KULIKOWSKI: They know the number of sources

20 that they want to come in.-

21 MR. TELFORD: They don't know all of it.

22 MR. KULIKOWSKI: It says, or you can change it to

23 hard --

24 MR. TELFORD: Be careful. After implant, we

25 definitely want dose. If you're not going to talk about
1

i

_ - _ _ _ _ - _ __ _ _ _ _ _ _ _ __ __ __
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'

1 dose, you can only talk about the source string that you put
.

(f 2 -there and how long you're going to leave it. That's okay,

3 too. That's what we're saying inside the parentheses,

4 Larry,

5 KR. ANDERSON: I think we're arguing over things .

-

6 I think this is not germane to what we're trying to do.
-

7 MR. TELFORD: Okay. ,

8 MR. ANDERSON: When we have that written

9 directive, that's what you do. Now, we''te saying that
p

10 they've got to have scmething else that tells you what's in
.

11 the written directive.

12 MR. TELFORD: No, we're saying --

( 13 MR. ANDERSON: That's what we're saying, if we've

14' -got the written directive, that's got to happen before any ,

.15 of this happens. Why do we need something in addition to

16 that? I don't understand that.

17 MR. TELFORD: Let me try it again.

18- The folks that we've talked to, the consensus of

opinion that we've got is that what we're calling a written19

20 directive, what we would really like to have'in a' written
.

21- directive, which talks about dose, cannot be done prior to

'22 implant.i

|

23 MR. ANDERSON: I understand all'that. I'm just
f
i

saying they got a written directive, and they can say what! 24

| 25 they think they want to do in it. Are you going to keep"

. -
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1 them from changing it?

( 2 If they get in there and they find out something

3 is different, or they can't put this many sources here, or

4, they find that the tumor is not what they expected it to be

5 and they make this decision, are we going to say hey, you
,

6 can't do that, because you've already done this? No, hell
1

7 no. We're going to say, change your written directive.-

8 MR. KULIKOWSKI: That's what it says now.

9 MR. ANDERSON: I think it 's adequate the way it

10 13.

11 MR. SHARP: They shouldn't be quite so afraid of a

12 nominal written directive in brachytherapy, that's what

13 really we're talking about, in two of the three kinds ofo

14 brachytherapy, the nominal one is gong to be quite accurate.

15 The third type, the interstitial type, is removable sources;

16 it won't be accurate. But still, you have built in the

17 nominality of this by allowing the prescribed dose-to

18 change.

19 1 think, except for the fear of calling that an.-

20 estimated dose, we'd be all ready to go home on this one.
-

. -w. .x
21 MR. TELFORD: Well, perhaps you're right. We

22. certainly got a lot of negative feedback on that particular
.

<
_

'

23 one.- We were trying to accommodate --

'24 MR. SHARP: And deleted a footnote.

Jlf,

| "4 25 MS. SALUS: It's subject to revision. If we're

|
l

!

i
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1 not going to specify total dose or in the alternative

k 2 specify treatment times, sources, and activity, why require

3 a written directive?

4 Unless you want to say this is what we anticipate

5 we're going to do subject to revision if things aren't the .

6 way we thought they were going to be. Otherwise, I don't

'

7 even know what the plan would be.

8 MR. SHARP: I think the word " pre-plan" is just

9 for their comfort level, and it kind of messes things up.

10 MR. KULIKOWSKI: It's just confusing things by

11 dding r'.other term.

12 MS. ALDRICH: I've seen it used in brachytherapy

.13 orders in some of the incidents that we've had. They do

14 call it a pre-plan and a post-plan.

15 MR. KULIKOWSKI: Does it matter what we call it?

16 MS. ALDRICH: I don't think they're going to care.

17 They're going to go on using it. But that might be where

18 they're coming from when they made those comments.
'

19 Do you think then, John, that there's wording in

20 the guide that might be moved into the regulation'about
,

21 approval of changes that might help to solve the problem?

22 MR. TELFORD: No. We're pointing,out that

23 prescribed dose already has that.

24 MS. ALDRICH: Yes, the alternative is there. I

d
25 just mean that in the guide you have the requirement, the

.I

- - - - - - - _ _ _ - _ _ _ _ - _ _ - _ _ _ __ _ _ _ _ - _ _ _ _ _ _ _ _ ____ __
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1 changcc in the preceription document, and I'm not surc ;
(-

2 whether that's in the regulation or not. Right now I can't -

3 find it. Why not move that into the regulation, if it's not

4 already there, because it could also apply to teletherapy,

5 which often is changed.

6 MR. TELFORD: It is there.
--

7 MS. ALDRICH: Is it in teletherapy?

8 MR. TELFORD: In the form of prescribed dose.

9 MR. COLLINS: 'And at appropriate places in the

10 text, for clarification, you can just say dose allowed and

11 explain it.

12 MR. FRAZEE: See prescribed dose.

13 MS. ALDRICH: Oh, right. I didn't expect to find .

14 it in a definition.

15 MR. WOOD: The term " pre-plan," is it here?

'16 MR. TELFORD: No.

17
,

MR. WOOD: Because, did I remember some physicians

18- complained that there was a concept for the term " pre-plan"
.-

19 sometimes included isodose curves, that they were concerned

_20 might, they sometimes intervened with a concept? .That's ,.-

21 'another thing that wouldn't apply. ]
I
Ireatment planning. .
i

-22 ER. TELFORD: m

23 MR. WOOD: Treatment plan was the term. I

24 MR. TELFORD: Treatment plan is the term they

25 favored, rather than treatment planning. That comes in
%-

|
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1 another objective.

'
2 MR. KULIKOWSKI: I think we should move on. Maybe

3 it would be useful just to expound on this just as an

4 explanation of this, and just leave the regulations the way

5 they are. *

6 MR. SHARP: The interstitial situation --
~

7 MR. TELFORD: You're telling me we can cover it in
_

8 the definition of directive and in the definition of

9 prescribed dose.

10 MR. KULIKOWSKI: In fact, if they still have

11 heartburn, it could be ameliorated by some guide.

12 MR. TELFORD: Any other thoughts on this'

13 Okay. Yes? Do you want to go to teletherapy?,

14 Okay.

15 MR. DUNDULIS: Under the prescription, soon to be

16 written directive, teletherapy, I think there is one

17 important word or words that's missing. Total dose, number

18 of factions, and treatment site, I agree with. And I'm
.

19 going to borrow something from diagnostic, and explain what

20 I mean. Route of administration.
.

21 By route of administration, it is sometimes very

22 important how the dose is to.be delivered. Each fraction
,

23 may consist of 280-degree portals, it may be rotational

24 therapy, so many rads per arc, or if you can adjust the

25 output rate, you know, so many degrees of arc per minute, or

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _
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I
1 what have you.

2 So I think it's important, even if route of'

3 administration is not the medically correct term, how each

4 fraction is to be delivered should be an important part of

* 5 the prescription.

6 I know most oncologists that I deal with that do

-

7 it, that's an important part of the term " treatment plan,"

8 but the prescription that the technicians have to review is,

9 and I think that should be part of the quality assurance

10 directive. A part of the written directive.

11 MR. TELFORD: Does anybody have any comment on

12 this point?

13 MR. KLINE: That could be captured in Objective

14 Number 8 if we go ahead by the treatment p3anning in

15 accordance with the written directive. That is a concern

16 and that is something very important in a treatasut planning

17 process.

18 You might want to consider in the definitions what
.

19 is considered to be prescriptive and what is considered

20 minimum information to fit those generic needs. That might
,

21 border on being quite prescriptive. Defining route of

22 administration is very difficult.

23 MR. DUNDULIS: I'm saying, not in the regulntions,

24 but I'm saying that particularly if you've got more than one

25 oncologist, either a hospital or a large group practice,
;y_

.

_---__---_m.____ _ _ _ _ _ _ - -_
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1 it's important. Again, the technician is the weak link in

L 2 the chain, and the technician is the one that's going to be

3 implementing this prescription, and I think it's important

4 that a technician should always get a single dose straight,

5 the single dose angle, and that should be part of the *

6 written prescription to the technologist that's going to be
.

-7 implementing.

8 MR. TELFORD: Yes. The question is, can that be
i

l'
'

9 covered under the treatment plan?

10 MR. COLLINS: My preference would be not to make

11 any change in the rule we already have, even though I agree

| 12 that there have been very few cases where there's been a

13 problem, it really complicates the rule to put all that in.

14 As far as I'm concerned, it's-de minimis gain.

15 -MR. TELFORD:- I think it can be covered under
|

16 treatment plan.

17 MR. DUNDULIS: Okay.
|

18 MR. TELFORD: Can we move to Objective Number 4? |
! .i

19 We've gotten some negative comments about

20 Objective Number 4, along the following lines.
-e ,

21 That it is, number one, unnecessary; that you have 1
4

_ l

| 22 the next objective, you don't need that one.
1

-
3p,

23 Next, what is it exactly that you have to do to

_

24 make sure that you have this understanding? You usually

,

| 25 come down to an answer which is training, testing,

m,

. -- _ _ _ _ _ _ _ _ _ _ _
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1 counseling, et; cetera.. So my.best advice today would be,

.y 21 take it out.
|
I

. 3 . Now, what are.your comments? i

4 Yes, Bob.

5. MR. KULIKOWSKI: I agree with that.- I think one,
_

16. ' it's covered, it should be covered under training program,

J7 .that.any. license applicant should submit, it should be in-

8: that. [And yes, I.think it, to a certain degree, overlaps
:

9 -- with number 6, and 5.

.10 KR. DUNDULIS: I think also the fact that we've

11 ;put'the-authorized ushr~back1 in the loop, I think it becomer i

12' -redundant, because the authorized user is in the loop and ;

13 it's not a case where the referral is coming in and the :

14- tech. is just going right to the procedures manual. So I

L 15 think~it'becomes redundant, with that consideration.
I:

16. .MR. SRARP:- 'You are asking in.the first part of >

17 that sentence that the order is legible; is.that what you're

-18 - asking?-''

;

.c
--- .19 MR. TELFORD: Well, there's all parts of the --

'

|20 KR.fSHARP: What do.you mean by."understa d"?-
' ,.

. - .wa .. ;
.

21. MR. TELFORD: Well, that's the kind of complaints
c !,

22 we've gotten. '

's

L 23 MR. SHARP: If you want legibility, why don''t'you

24 say legibility?

( 25 MR. TELFORD: We talk about legibility in the

x|t-x
kk&Vb
AlfW i

o
L__________..____ __ __ _ _ . , , _ _, ... . .- . , _ _ _,
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1 guide, that you ought to be able to read the thing. You've

k. 2 got to go on from there. You can't just say okay, it can be

3- read by an intelligent third party. You have to go on to

4 say, does the technologist know what to do with this

*

5 directive; and does the technologist know that they should

6 not do anything that they don't thoroughly understand and if
.

7 they have questions they should go ask? Those' things are
|

8 covered in the guide.

9 MR. KULIKOWSKI: 'That's more appropriate for the |
|

10 training program.
:

11 MR. ANDERSON: Okay. Take it out

12 MS. ALDRICH: Take it out. It also seems to be
,

if 13 covered under the heading of " supervision."

14 MR. TELFORD: Okay.

15 MR. KELLEY: I agree.

16 MR. FRAZEE: Out.

17 MR. TELFORD: Kirk?

18 MR. WHATLEY: I concur. Take it out.
-.

19 MR. CAMPER: Having gone'through four objectives

-
.

20 -now, and four more to go, give some thought to or some.c ,uw-
.

21 feedback on the idea in each of these objectives 1of--

2r .

22 eliminating'the word " ensure." ..,

.g

23 MR. TELFORD: Well, notice that when I say them

24 for you, I.have left out the word " ensure." I don't mean
if'

25 to be sliding that by you. I mean to call attention to the

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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=1~ fact-that when I stood there and rewrite objective 2 $

t 2 . verbally,-I did'not' start with the word " ensure," I started j
3 with the word "that." 'And I also call' attention to the fact

'4 that the preamble, or the lead-in sentence under the first

.- 5 ~ Paragraph (a) in 35.35 says, okay, here's the following

6 objectives to include in your program.

O* .7 So I-have been leaving.out'that word.

8' MR. SHARP: You're not trying to ensure, you're

-9 trying'to do it.:
.

;

10- MS. SALUS: Keep in mind that this is a written

11 program. Because it's a written program is the reason that

12 I thought number four should go.. I don't know how a written

13: program would make someone understand what was in theg
,

14 procedures manual. It didn't make any sense to me.

15 MR. CAMPER: My sense of your comments is we're

16 getting basically a good feedback, positive feedback on
i

D -17 elimination of the term " ensure." >Is that generally.the 1

L 18 : consensus?

^

19 (Chorus of yeses.)

20 MR. CAMPER: Let's get a few commenti.- 'Howhibout
y,- 2py;;.in' .

-21 the' word " ensure"?

22 MR. DUNDULIS* Even if it's not-there, I think
. ;;

23 it's implicit when you say to meet the following specific*

.24 objectives, and you say that, this, that, this, that, it's
,

25 . kind of implicit.that because that's your objectives, you're
''

Ng# G , '..

If*, #

m o
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1 going 1to be taking whatever steps are necessary to ensure

i'
2. that1those objectives are carried out.

3 MR. KULIKOWSKI: It's also from a practical point

4 of view, from the client's perspective, it's real hard to

5 . enforce a regulation that says " ensure" because the licensee -

6 will say of course we ensure that, it's just that we haven't

~

7 been able tofdo it.

-7
8 MR. COLLINS: Throw it out.

9 MR. WOOD: Out.

10 MR. KELLEY: Out. |

|

11 MR. WHATIIY:' Out.

12 - MR. FRAZEE: Out,

i 13- MR. TELFORD: Let's consider Objective Number 5

14 for what we've been calling 35.35.
|
1

15. The only change we"need here that'we would call |

16 your attention to is medical use,.that is, the

17 . administration of byproduct material. Tha still -have -q,

|

18. referral, we still have the diagnostic and clinical'

1.

.19 procedures manual. Now we have a written directiv, in place i

l

20 of prescription.

21 We have nearly universal agreement to keep that

1

22 in . . So.my best shot today is to keep it in. Because.this |

23 really seems to be the heart and-the soul of this, is to

'

24 make sure that the administration of the byproduct material

j .25' is in accordance with'the direction that's been given. So

|

1

|
I
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1 let's.get some comments on'this. Let's start over.here with.

:\ 2 Terry this time.

3 MR.-FRAZEE: I think with the changes we're

4 talking about, wording changes,-that certainly would be very
- 5' reasonable.

~

.

6 MR. TELFORD: Okay.. Kirk?

7 MR. WHATLEY: Diagnostic referral still' scares me"

8 a little bit. But I don't have eny basic problems with

L 9 that.

10 MR. TELFORD: Diagnostic referral, now we're

11 talking about'the approval step being there.

12 MR' FRAZEE: Add the word " approved," the.

|?
13 " approved" --..

14 MR. WHATLEY: I'm not suggesting a change.t

15 MR. TELFORD: You're notisuggesting a change in

'16 Objective Number 5?

17 MR. WHATLEY: It's-fine with me.
5
o
! .18 MR. TELFORD: Rick?
l,
|-
p 19 MR. KELLEY: I'm okay with it.''

,

*

20 MR. TELFORD: Rita?
'

.. .L ha.
21 MS. ALDRICH: I don't know.. It seems almost as

I 22 though it's implicit in several of the other things. . But it
! 23 .doesn't hurt to have it there.

24 MR. TELFORD: Okay.- Dave?
I'

25 MR. WOOD: I think it's important. But I wonder,

4
.R

'

tg

i

__ _ _ . _ v - _ _ _ . - . . , . . - . . _, ,,,--.y ., q,
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1 is there somewhere further on that suggests any-kind of, for

k 2 example, annual review?

3 MR. TELFORD: Yes. We'll get there. ' Good idea.

4 I like that. |

5 (Laughter.] =

1

6 MR. TELFORD: I like that idea. It's there. |

|
'

i

7 MR. ZALOUDEK: I think it looks good.

8 MR. TELFORD: Okay.

9 MR. ANDERSON: I think it's fine.

10 MR. COLLINS: Steve says okay.

11 MR. SHARP: With two and three above, it seems

12 completely redundant.

'13 MR. TELFORD: Two and three just says you have to

14 have a written directive and have to have a referral, not

15 follow it.-

16 MR. SHARP: Well, but in following two and three -

'17 -

18 MR. TELFORD: Well, except that we'd have to put-

.

19 it in-twice. Here, we're calling it, we want to call

20 attention to it, because of literally, everything is okay if

21- the. byproduct' material is administered as directed.

22 Betsy.

23 MS. SALUS: If we're changing the lead-in language

24 in Paragraph eight to say the objective of the program is to
n

25 ensure that the byproduct material is administered as

"$hQu
,

P
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1 prescribed, then we come down to five to say we ensure that

2 the byproduct is administered as prescribed in a written'

3 referral or written directive, I don't know that we're

4 getting anything different, unless we're saying that's what

5 a prescription is..

6 MR. TELFORD: Well, notice what we're doing is

7 with these objectives we're chronologically stepping through*

8 the delivery process. As John observed this morning, what

9 we're really after is making sure that the delivery process

10 works. So here we start off in two and three, old two and

11 three, Objectives two and three, and saying, first of all,

12 you've got to have a written directive. What you're going

13 to do has got to be documented in writing so people can read

14 it and won't forget it.

15 To me, this one comes last, but I can play with

16 the order later.

17 Chronologically, we're saying, first of all, let's

18 get it written down what we're going to do, let's identify

'

19 the patient, let's have our planning correct. 'Then let's

20 deliver it correctly.
^' my.

21 So what I'm going to do is I'm going to suggest to

22 you later that this one be last, but overall, I just want

23 you to have this picture that I'm sifting down

24 chronologically through the steps of --
1

25 MR, SHARP: Wording to emphasize these steps, the
,

- _ _ _ _ __.
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1 words you presented, to deliver, you know, definition or

( 2 technical parameter, identification, deviations, delivery.

3 And emphasize those words. Because everything else looks so

4 much the same, that you don't see the differences, unless

5 you look very close. -

6 MR. TELFORD: Okay.
'

7 MR WOOD: I think so far in the objectives we

8 haven't really addressed clinical procedure manual, or we've

9 only touched on the importance that it is to the

10 technologist in the field, especially when there's not real

11 good continuity in_a multi-technologist department or less-

12 than-optimal communications fields between the authorized

13 user and the technologist.,,

14 I think they key for leaving that is the procedure

15 manual, and its value to the good functioning of the

16 department.

17 MR. TELFORD: You're saying that because we're

18 creating a diagnostic manual.
'

19 MR. WOOD: That hasn't been addressed before on

20 the objectives,
.

t. _ <

21 MR. TELFORD: This says pay attention to it and

22 follow it.

23 MR. WOOD: Yes.

24 MR. TELFORD: That's a good point. Any other

25 comments on this objective?

_ _ _ _ - - _ _ _ _ _ _ _ _ _
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1- MR. SHARP: Do you want to' discuss the creation of

f(' 2 one of those as the first step? ,

3 MR. TELFORD: We attempted to cover it in the -|

1
-

4 definition.- 1

5 MR. SHARP: And the delivery process.- That's the-

6 first step. Replace your-abandoned one. The creation of a

.

7 _ clinical procedures manual to prescriptions, delivery.

8 MR. TELFORD: We're trying'to give these folks h
,

9- credit for what they already have. In the definition we say

10 ' sort of we understand you already have one, we want it to

: 1'1 contain this information and we want it to be approved by

12 the authorized user. )

13- MR. KULIKOWSKI: That's not really a step. They
1

14 go'through|it with each patient.

.15 MR. SHARP: That's a-good point.

yowimportantisittothehealth16' -MR. COLLINS:

17 and; safety to'have it in one binder.

18 MR. TELFORD: I would say;that you have put your

..

19 , finger on one of the' requirements'that our legal counsel has

20- insisted on.
>

6 - -. . 4
'

,

21' MR.'COLLINC: I think counsel could find something
i-
-

| 22~ Lwrong with counsel. 1*, :
..

.- .

23 km. KULIKOWSKI: Let me support NRC's position on

24 that. In New York, we have a firm called Rent-A-Tech where
7

~

25 we have techs that come in to a place from a service and I
w

h

_ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ . - .. . - . . . .
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1 think it's very_important-that it be in one place so that

S 2- they always know where it is.
|

3 MR. COLLINS: I agree with that. My problem is |

4 back in the older days when I used to do some inspections, I

5 saw some clinical procedures manuals that were about so~

,

6 thick. So whether it was in one binder or two to me made no

7 difference as long as_it was in one place in an organized -

8 fashion..

9 MR. KULIKOWSKI: Obviously we're not going cite

-10 them if it's in two binders, A and B, as opposed to one

11- . binder.

12 MR.-COLLINS: I have some inspectors that will. I

13 read-every letter and whack them out..

14 MR. SHARP: We're'being so carefully general in

15- this and the all the rest of this is in unusual specificity.

16 MR. COLLINS: My real question is did nobody else,

L17 bring this up in the comments? No?.

18 MR. TELFORD: Very little comment about that, no.

19 -MR. COLLINS: There must not,be a problem. *

20 MR. CAMPER: It did come up at one:of the'
..

,
.

: 21- workshops.

22 MR. WHATLEY: We didn't really figure that has
W

~23 going to .tx3 a Category 1.
'

24 MR. TELFORD: Okay. Let's be ready to move to No.

{{
25 6. The way we would change No. 6 is we would -- instead of

- - . ._. -
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|

1 medical use, we would say administration of byproduct j
l

Y 2 material. We would take out " ensure." We would say '!The

3' patient's identity is redundantly verified." And then put |

4 in " written referral" for prescription. Written directive. !

5 So my best advice today is keep that one.a

6 MR. DUNDULIS: -I would like to explore this

~

7 concept of redundantly for a moment. Does redundant

8 identification of the patient seem to pose much of a problem

9 as far as many of you are concerned?

10 MR. KULIKOWSKI: What do you mean by redundant?

11 Two people have to identify the patient.

12 MR. CAMPER: By more than one means. For example,

13 you might call the patient and say --
,

14- MR. TELFORD: Excuse me. One at a time. The

I

15 --Court Reporter might have a little difficulty here.

16 MR. CAMPER: You might-go out to the waiting room

- 17 - and call the patient's name. Betsy Salus in this case. You

18 'would get up and come up and say, Betsy, you were-born the-
^

19 22nd of October of whatever year, and you would say yes; or,

20 Betsy, you do live at such-and-such a street; that type of
,

21 thing. Some means of redundantly verifying the patient.

22 MS. SALUS: I think the concept is fine. I would
;

..

23 ask that we don't use the word redundant for verifying.

Let's say verify-by more than one means, only because if you24

! 25 put redundant in regulations, someone is going to say this'

| ,0
( p. ,
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1 is bureaucracy at its.best. It's arbitrary and unnecessary

\' 2 rather than say verified by identifying the individual by

3 more than one means; name, photograph,-social security

4 number.

'5 MS. ALDRICH: I guess one of the problems that I'm .

6 having stepping through this is-that in my mind I see that

7 there are differences between what we want for diagnostic *

8 and what we want for therapeutic uses. Since we're using

9 one animal -- in this instance, you would most definitely

10 look for-redundant identification before you do a therapy

11 procedure. A diagnostic procedure? No, I can't see that.

12 Most departments I know of do that. Hospitals

13 will do that. They'll always ask the patient your name or

14 something else. You want to be sure, because often you're

15 dealing with patients who are maybe a little of out of it,

16 inpatients, for example.

17 MR. TELFORD: I have all kinds of cases I can show

la you of the wrong patient stepped up, was supposed to get

19- -technetium and got socked with ten millicuries of I-131. *

20 You're not worried about redundantly identifying that
o .

.

21 patient?

-22 MS. ALDRICH: I realize that that'can happen. I'm
n;g

23 not saying it can't. But-I'm saying that in general I do

24 make a distinction between what-you want' in the way of
'' 25 identifying the patient for diagnostic procedures and what

'o

- _
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1

you definitely want for therapeutic procedures. I wouldi 2 definitely -- in this instance,
it comes down to what Betsy

3 is saying,
that I would -- if we're talking about therapy I,

4

definitely want that in there clearly stated, athat you want
S.

to use two different means to identify the patient
.

6

I think that if you're going to put that in for~

7 diagnostic, it sounds like bureaucratic overkill,
8

MR. KULIKOWSKI: We had this diagnostic
9

misadministration in the past year where two inpatients that
10

were in the hospital had the same last name and the wrong
11 person got taken down.

They were both named Jones or
12

whatever and they were both approximately the same age,
13 females,

and there was no -- had they ht using a redundant
14 system,

it probably would not have happened.
15

But they just said Ms. Jones, and they said yes.
16

MS. ALDRICH:
I'm not saying that couldn't happen.

17 I realize it could happen.
18

MR. KULIKOWSKI: It's more than thinking whether'

19
it's a diagnostic procedures or a therapy procedure

that,

20
the right patient get the dose that's meant for'them*

.

21 ,

MS. ALDRICH: I agree. I'm just saying as far as
22

the regulations are concerned, I think I would feel very
23

differently about ensuring that that wording is in the
24

therapy procedures than I would for diagnostic
.,

That.

25
applies to a few of the things we've looked at so far.

I'm

_ _ _ - _ - - . - - - - - - - - - - - - - - - - - - - ' ~ - -
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just'saying that for what it's worth.1
We have aLet's be clear here.MR. TELFORD:k 2

This applies to both
general statement like this.3 So let's put it out on
diagnostic and therapy procedures.4 -

Do you want to have identity of patient by two
5 the table. !

means for both diagnostic and therapy? '

6
I had this happen to me personally

MR. ANDERSON:7 The only reason I
about three months ago at the hospital.-

8

knew they had the wrong person was because they said they ,

9

were going to do X-2 and I said you haven't got enough
10

I knew what I was in
people in this room to do that to me.11

But I bet ycu nine out of ten of them --
12 there for.

(Laughter.)13
I think at this stage, patient

,

MR. SHARP:14

identification, you have not made a separation between
15

You can misidentify a patient and
16 diagnostic and therapy.

I think patient
So at this stage,run them in for therapy.17

identification is going to occur before your downstream '

18

19 branching.

MS. ALDRICH: That's true. Yes. ,
,;

20
I think it's appropriate for the

MR. SHARP:21

22 patient ID.

MR. DUNDULIS:
One thing. This came up at a

23 Particularly inpatient,
couple hospitals in Rhode Island.24

where you have to be careful what the redundant means arei

25

j
,

- - - - - _ - - - -
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1 becauce if ycu'rc decling with come geriatric patiente,
\

2 particularly alzheimer patients; are you Mary Smith, uh-

3 huh, you were born in New York, uh-huh. I mean, they're

4 just going to say yes no matter what.

*
5 What a lot of the hospitals have done in Rhode

6 Island, both inpatient -- they already have the wrist band
4

7 and the schedule that comes down to Nuclear Medicine

8 actually identifies patient by number and those that are

9 coming in as an out-patient, they have out-patient

10 processing. You come in, all of the information from the

11 doctor is there, you're given a number, and it's verified --

12 the redundancy is done there.

13 It goes down to Nuclear Medicine and all the tech

14 does is just check your wrist band. Now, I don't know if

15 you want to get that prescriptive in here, but a lot of --

16 bat, I mean, I think you have -- you don't want to put the

17 total burden on the tech for redundancy if they've already

18 done it at another point.
.

19 I agree that you need to double-check, but I don't

20 think you want to focus it so narrowly that.if it's already,

21 been done, the tech has to ask for-a driver license and

22 social security card.

23 MR. TELFORD: Well, this is a performance-based

24 rule. This is the objective to be done. So that the

25 licensee can decide at what step. We didn't say here the

- - - - _ - - - - - - - - - - _ _
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1- technologist must do this.

A
~2 MR. DUNDULIS: I thought that was implicit in it.

3' That's the only reason I brought that point up. I would

4 agree it can be performance-based. It's just the way the

5 conversation was going, I got the impression this was being *

6 put on the technologist.
.

-7 MR. WOOD: I agree with Larry. Did you phrase-

8 -that to say more than one or-did you say two?

9 MR. TELFORD: We can say redundantly verified or
|

1

10 verified by more than one method,
1

11. MR. COLLINS: The same way that one enters it. If

12 they want to use ten, I don't care.

13 MR. SHARP: Sounds fine.

14 MR. ZALOUDEK: That's-fine.

15 10R. WOOD:- Yes.

16 MR. TELFORD: Yes, you want to keep it?

17 MR. WOOD: More: than one means is appropriate.

-18 . Absolutely.
.

19F MS. ALDRICH: I go'along withLthe' group consensus.
,

20- MR. KELLY: More than one.
-

. m, ,
.

'21 MR. WHATLEY: More'than one.

!

22 MR. FRAZEE: .More than one.- e.1

23- MR. SMARP: Before-we leave the subject
s

24 altogether, we do not, for instance, want to consider any
t,

25 further definition on the means, such as, in most of the

_

h
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1 examples you've given, you've indicated the physical means.
.

N, 2 Do you want to say by more than one means, one which shall

3 be physical means?

4 MR. TELFORD: What we have in mind is to say in

. 5 the reg guide - I'll give some examples -- ask the person

6 their name;'ask them to sign their name; ask their date of

7 birth; ask their social security number; ask their address.'

8 Are we ready to go - no. Let's take a break.

9 [Brief recess.)
i

10 MR. TELFORD: Let's go back on the record. I

' 11- think we're on Objective No. 7 of 35.35. This one always

12 brings out a little question about what do we mean

13 - " unintended deviation." But when we explain that we mean

14- that's a deviation you didn't intend to make,-that if you

;

. anted to make it, then you don't count that. You modified15' w
,

16 your written directive or you modified the referral or the

17 authorized user signs off on, say, a different

18 -radiopharmaceutical or different dose, that deviation is not
*

19 one of these.

20 Then it's pretty well accepted by3the people we've
, . L:*-

.21 talked to. So.my best recommendation today would be to keep

22 .it.
J

'

R2 3 MR. ANDERSON: Keep it.

'

24 MR. TELFORD: Okay. Any comments? Let's get some

25 discussion on this. Terry, do you have a thought here?

'; ,

_ _ _ _ - _ . - - -- - - _
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1 MR. FRAZEE: No, not at the moment.

( 2 MR. TELFORD: Okay. Kirk?

3 MR. WHATLEY: I think it should cay.

4 MR. TELFORD: Rick?- -

e
5 MR. KELLEY: Stay.

-

6 MR. TELFORD: Stay.

*

7 MS. ALDRICH: Stay.

8 MR. ZALOUDEK: Stay.

9 MR. WOOD: Stay.

10- MR. COLLINS: As long as I have a list of what
.

i.

11 unintended deviation is. I would like it -- we can't get a

12 vague word like " unintended" through our administrators,

rulemaking review body, or the committee on administrative13.

14 rules.

15 MS. S ALUS : If it wasn't defined? If it wasn't

16 any deviation that's not incorporated in a prescription or

17 something like.that, that's what it means, no problem.

18 MR. COLLINS: I'm in favor of the concept is what

'

19 I'm<saying. I'll just have to slightly. change the word to

20 get it through our rulemaking procedure,
au;u

21 MR. WHATLEY: You don't really want any deviation

22 to be1 identified and evaluated.

23 MS, SALUS: For purpose of your objective.

24 MR. TELFORD: How about if you --

f

25 MR. SHARP: Question. How much after the fact t'

- - _ _ - _ _ - _ - -
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1 retrofitting or rationalization would you allow? That's the

i. 12 only-thing left up in the air. Let's make that intentional.

3- Let me rewrite that.

4 MR. TELFORD:- You don't allow changes in the

~; 5 written | directive after the fact.*

6 MR. SHARP: It sounds good. Now that that's

~

-7 nailed down --

8 MR. KULIKOWSKI: You said you don't allow changes |

'

9- in the written directive after'the fact. ,

|
10 MR. TELFORD: Right. That's called coverup. |

11 MR. SHARP: We call it a pre-plan.

12 MR.-TELFORD: No.

13- MR. SHARP: I was being facetious.

14 MR. TELFORD: I understand. Bob?
i

15' MR. KULIKOWSKI: I guess no comment at the

16 present.

17 MR._TELFORD: Bill?-

18 MR. DUNDULIS: I'm not sure the word " unintended"
*

19 is>necessary because it says either the' referral of'a' manual

L .. .- e t. . . ~

L .

or the prescription and if the doctor has authorized"it in20
m, ,g..e

21 advance, then that deviation is part of the prescription, so

22 I agree with the point that was made that we want any

deviationbecauseany,ifyouwould,kntendeddeviation13
' , ' _s ;.:f i

24 would be addressed by the prescription. I don't see any

d
25 problem leaving it in, but I don't think unint. ended -- it
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1 opens a possible Pandora's box w'* the word " unintended."

k 2 MR. TELFORD: Okay.

3 MS. SALUS: As a*. enforcement or a practical

4 matt 9r, you might get into arguments with the regulative

5 community about whether a deviation was intended or *

s

6 unintended.
'

7 MR. DUNDULIS: We don't intend to make that

S mistake.

9 MS. SAIUS : We intended to substitute, but we

10 didn't get it written down.

11 MR. DUNDULIS: If they say they intended to do it

1? and it's not written down, I don't care what they say, it

13 was unintended.i

14 MS. SALUS: IC you leave the word " unintended,"

15 it's covered by the reactions.

16 MR. SHARP: The subtler rationale is that this is

17 within the treatment parameters of that kind of therapy or

18 this will cause no consequence to the patient, it might be

~

19 less prone to be raised if you said any deviation instead of

20 unintended. You may be raising a red flag that we don't
i

21 need to.

22 MR. TELFORD: Okay. Any other comments on No. ??

23 [No response.]

24 MR. TELFORD: Are you willing to move to N;. 8?

I
25 MR. FRAZEE: In or out?

_ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ -
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1 MR. TELFORD: What I'm hearing is say any

' 2 deviation, objective No. 6. The only advice we've gotten

3 on this is to change treatment planning to treatment plan.

4 We've heard that from several cources. My ber* effort today

5 would be to say that brachytherapy and t' ..;apy final
.

6 treatment plans and related calculations are in accordance
<

7 with written directives."

8 I put in a new phrase there for you. Final

9 treatment plan and related calculations. Related

10 calculations would be, for exampis, for teletherapy, where
o

11 you're calculating the time. You set the machine to run for

12 a certain amount of time. That's a related calculation.

13 MR. SHARP: Repeat your wording.

14 MR. TELFORD: That brachytherapy and teletherapy

15 final treatment plans and related calculations are in

16 accordance with the written directives. What we're really
i

17 after here is to make sure that the whole process of

18 formulating a plan for treatment or a treatment plan,

19 whatever you want to call it, including things like set'

20 calculations; in teletherapy, the use of anything; all of
* . g. . ,

21 that process to be in accordance with the written directive.

22 often in brachytherapy or teletherapy, that's a

23 fairly elaborate process.

24 MR. WHATLEY : Do you want the plan or the

25 treatment to be in accordance with the prescription?

__ -_-__ ___________ _ _
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1 MR. TELFORD: No. 5 here, which I would make the
;

2 last one, tr-.t last objective, which says that you want the

3 administration of the byproduct material to be in tecordance

4 with the written Jirective. I'm looking at what is now No.

5 8 as an intermediate process of planning the delivery, ,

,

6 planning the administration of the byproduct material.

7 Can we get some comments here?; Bill? "

8- MR. DUNDULIS: Just a comment that I raised ,

9 before. I think as long as we're linking the two with the

10 treatment plan, it definitely talks about degrees of are and

11 portals and so forth, identifies where it should be put in.

12 MR. TELFORD: Bob?

13 MR. KULIKOWSKI: po you have any feel for a

14 temporal relat'onship between these two, the written

15 directive and the plan?

16 MR. TELFORD: Definitely.

17 MR. KULIKOWSKI: Which is supposed to come first?

18 MR. TELFORD: We created a written directive back
*

19 in what was the old No. 2. That will become No. 1 now. So

20- it's first definitely.'

.

21 MR. KULIK0WSKI: The feel that'I get from No. 8,

22 then, what is currently No. 8, is that the treatment plan

23 must follow the written -- must adhere to what the written

24 directive says.
C

25 FR. TELFORD: The written directive is the driver

.__ _ - . _ . _ . . - . _ . . . . _ _ _ _ _ _ - __ , - - . _ --_
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1 for your plan'of treatment.

d
g 2 MR. KULIKOWSKI Fine. ]

1

3' MR. SHARP Sounds good.

4 MR. TELFORD: Steve? I-

5 MR. COLLINS: I'm still trying :o figure out how,-

6 eight is not redundant with five. ]

'

'^:- 7 MR. TELFORD: That's easy. Back in the old No. 2,
.

|
i

8 we said you.have to have a written directive. It defines

9 the dose for teletherapy. Now, as Bill has pointed out,

10 this may involve 300 rads from here and 300 rads'from here

11' to get that line to the brain. This may require a lot of

12 things. So that if you write the dose, you may say -- as

13- the physician may say I want to deliver 6,000 rads to that.

14 . tumor site. How you get there could be an elaborate process

11 5 for your plan of treatment.

16 So all we're saying in No. 8, which will now come i

17 before the old No. 5, the old No. 8 will say make sure your i

18 plan of trestment and related calculations follow the lead

19 of the written directive and carry it out, make sure'that*

you-.actuallyhaveincludedinyourplInEoftreatmenthow20

21 you're going to deliver that/5,000 rads io that site.

L '22 MR. COLLINS: Considering all -- as best you can,

'23 how to minimize the dose to all other organs or to all other
1

24 tissues or something like that, which is"really what you're'
-- g.

,

|4 .25 trying to do.
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' 1 MR. TELFORD: No, sir. That's not my business,

k 2 not ny responsibility.

3 KR. COLLINS: Yes. I don't think we sho'.>1d deive
.

4 into that either.

5 MS. SALUS : By No. 8 we're requiring preparation e

6 of the-treatment plan and that that treatment plan be in_ |
1

'

7 accordance with the written directive? tLogically,.yes. i

8 Intuitively, whenever we take any somewhat complicated
.

9- action,~ we have to break it down into tasks, but I don't see
,,

10 where it says.there has to be a plan, let alone that it be

11 in accordance with the written directive.-

12 MR.'TELFORD: Well, let's back up a step here.

13 Let's'.look at the overall rule. Back'in Paragraph A, the

14 lead-in sentence says, in essence, these are the eight good

.15- things to do. In other words, your program will include

161 -policies and procedures which addresses this.

17 So it: doesn't say you have to have a treatment
'

1; plan,~but it says if you're going to have a~ treatment plan,8

*

19' Lthen it ought to be in accordance with the written ;

.%.

|- 20- ; directive. But how they'do that, how'the licensee carries
e/.g ng

21 that out is up to them,

p 22 MR. SHARPt It's-not mentioned, it's medicine just

|
23 .can't be-practiced in this type of, document.

24 MR. KULIKOWSKIt New York State regulations would

{
25_ require, all patients in~a hospital are required to have a

''
._

-

.

-

|-
L

-

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ - - . - - . . - . - . _ . _ . , . - . . _ . _--
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1 treatment plan.

2 MS. SALUS: I was assuming implicit. So there is-

3 a requirement that a plan be prepared, that plan may have to

4 change certain elements to ensure that it's in accordance, '

.- 5 but we haven't talked about that. '

'

6 MR. COLLINS: In the performance objective, no

* 7 where else in the rule that it appears, just this one ]
'8 performance.

9 MR. SHARP: On the other hand, is that a problem? j

10 MR. COLLINS: I'm just saying should there be J

|

11 something in the rule. ]
1

12 MR. SHARP: Is it a problem we want to address? ]
I

13 Have we seen misadministrations caused by lack of treatment
,

14 plans? |

15 MR. TELFORD: If they didn't get the plan right.

16 MR. SHARP Not because they didn't make the plan.

17 MR. COLLINS: Back when you had a prescription i

]
-18 rule, it was a redundant plan.

*- 19 MR. TELFORDi We've seen cases in brachytherapy.

20- An authorized user in the State of Indiana was practicing at |

'-
.. - s's

21 three facilities. I could name them if you like. _The NRC |

22 responded to allegations that there were not proper records

23 of either a directive or a plan. Therefore, you couldn't
'

24 say that the patients ha'd been receiving the radiation in

25 accordance with any plan or according to any directive. So,

... . . - - . .- - _ .. . . . . - _. ._ - _.. -__ ____ -________ ___ _ _ _ _.
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1 yes, we shut down that operation because they didn't have
1

2' either directives or-plans.

3 We've also seen cases when they had a plan, but

4 they made a mistake and got the wrong dose to the patient.
*

5 MR. SHARP: Then I think Steve's point is well

6 taken that you need to require a plan.
.

7- MR. TELFORD: Well, guys, wait a minute. Wait a

8 minute. We have a performance-based-rule here. What we're

9 saying 1: that what you must-hLve is this program, an -

10 overall program, whether we call it QA or quality management*

11 or whatever, we need to have the overall program. The

12' program should have elements to it, like policies and

13 procedures which address these things.

14 So it's just like you said while ago. The

15 practicalities of doing this kind of treatment dictate ycu

16 have to have a plan. So we don't need to tell there folks

'17 you have to hase a plan.

18- MR, SHARP: But in the case of a gross violation,.
L *

19 'such as Indiana where they weren't even doing any, I guess

'20 ' as long as you have rules that you can cite, you don't need
,

,

21 more. I don't recall tr.e rules mentioning a treatment plan.

22 This might be the place.

23 1 .}O1. COLLINS:. It's in 701, whatever your paragraph
,

24 is in Part 35, it talks about use of sealed sources for
,

I i

L 25 brachytherapy. The lead-in sentence of that is that the
'

.

la. - . _ __ _. . . . _ . . . , . ._ ;,,,_, . _ . . . . , _ , , . . _ , . _ , , , _ _ . _ ,,_
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1 licensee should use the following sources in accordance with -

0 2 the manufacturer's radiation safety and handling
.

? instructions. They say handle in accordance with the

4 treatment plan.

70 5 MR. TELFORD: Bob, do you have a point?

6 MR. KULIKOWSKI: Getting back to the phraseology

7 of the treatment planning seems to be -- you can interpret*

8 that as not requiring any physical plan, whereas if you

9 change that to treatment plan, it becomes implicit in that

10 what plan is requited. If that's the case, you must state

L 11 it.

12 MR. WOOD: Not only a treatment plan. I think

13 each of us has a concept of what a treatment plan, a

14 definition of what it is.

15 MR TELFORD: We can add that.

'16 MR. SHARP: It could be brief.
I

17 MR. WOOD: What everybody perceives, we're going

la to add it if it's already there and if'everybody agrees with

19 it.

20 MR. SHARP: I think you could require it in'eight
e ,< - m

21 at the same time you're asking that it follow the order.

22 MR. CAMPER: Let me ask a broader question about

23 definition in general. We are' going back to, definitions

04 again at some point?

25. MR. TELFORD: Yes. Yes, we must, because we have

M ,,!

,4
:

l' I
l ,

. . . - , . - . _ ~ , , . . . _ . . . . . . . .. . . . . _ _ . _ _ . . _ . . . . . . _ . . . . . . . . , _ . . . . . . . . _ . , . . . , _ . . , . . , -
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'
1 to define event and whatever we call the misadministrations.

A 2 We have to define those things.

3 MR. CAMPER: I assume, if that's the case, that is

4 good. Perhaps at that time, we could discuss in a little

5 more detail what might go into that treatment plan. As I ,

6 recall, when we talked to the ACR, one of the physicians

7 suggested that it was any document which contained -- the -

8 first time he said document or graphic plan, basically he

9 surmised that in the treatment plan you could have a

10 computer-generated document or a graphics with tables. You

11 could have a handwritten calculation. You could have a

12 written prescription, There are so many various ways people

13 plan for treatment, not to be confused with treatment

14 planning which generally is perceived as a plan generated

15 via a computer program.

16 Treatment planning can be part of a plan of

17 treatment.

18 MR. TELFORD: At the end, they said something like

19 that describes the specific parameters fo.. the delivery of *

20 the dose.
'

., y. .
,

21 KR. CAMPER: The plan of treatment was something

22 that he brought up that seemed to make sense.

23 MR. WOOD: Which may not include i odose curves,

24 computer-generated isodose curves.
k

25 MR.. TELFORD: I have a quote now. A document or

_ _ _ _ - _ _ _ - _ _ -
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1 graphic that represents the details of the specific

=( 2 treatment. That's probably a good first cut.

3 MR. SHARP: Question. Do you want to say when

4 this plan should be made; i.e., before treatment?

5 MR. WOOD: Some you can't. It happens during,

6 surgery, like brachytherapy. In fact, they were talking

7 about how long after brachytherapy did they actually hsve to-

8 generate that; within a few days, within a couple weeks.

9 They weren't going to take it out, so what did it matter.

10 MR. SHARP: We're talking about the final. So you

11 want it within a month after therapy? When is timely?

12 There's another aspect to this we can cover. We could state

13 if a treatment plan is needed, it should be prepared by

14 Esuch-and-so a date and it should follow the order.

15 MR. ANDERSON: I think it ought to be before

'16 because the only one exception is' brachytherapy and who

17 gives a damn once it's done..

18 MS. ALDRICH: But one of the-things that's been

* 19 .said by:the physicians and physicists in New York is.that

20 once.the treatment plan is generatod, itfessentially'becomes
*

,

.g ,, w m ,,vg
21 part of the prescription as far as they're concerned. For

~

22 example, a physicist who generates the plan wants that

23' physician to sign off on that plan. Maybe it's passing $hei

hk . .
..

24 buck a little bit, but, ontheotheb' hand,tobesurethis
k 25 is what was intended. So I-guess I'm conceptually having

a
x-[G; ~
;fd

|-
'
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1 problems separating the two.

4 2 MR. KLINE: We had the same comments by I

3 individuals from ACR which indicated that -- even some of

4 the volunteers -- that indicated that their plan was signed |

|

I5 by the authorized user and it became part of the written *

6 prescription. So that data was used.

~

7. MR. WOOD: Some ordered it and some didn't.
l

8 MR. KLINE: Yes. So actually the written )

9 prescription ought to contain all this information or parts

10 of it-are then further filed as the total prescription, or

11 written directive, I guess.

12 MR.. SHARP: Perhaps you ought to say the treatment

13 plan is incorporated into the written directives prior to

14 treatment.

15 MR. KLINE:. But it's not in all cases. Everybody

16 does things slightly different. Some people do it vastly

L 17 different. So we start _getting prescriptive. The
!

18 regulatory guide does address this, by the way, and we do
_

19 talk about what time daring the treatment process do we have

20 the dose calculated, verified, things of this naSure,
*a:n '

21 -- MR. KULIKOWSKI: The bottom line is that we have.

22 one now.

23 MR. TELFORD: We get to the timing issue. In the

,
_

reg _ guide, we say you have to double-check these24
L 1(

| 25 calculations. Sometimes we say after a certain amount of
|
t

e

+ . - . _w- -ye . -m. . - , . _ - , _ _ _ . - - - . - -__ _________- __-i-
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1 dose or within a certain amount of time or before the

2 completion of the plan. If they're going to use one of'l

3 these, they not only have to establish it, but they have to

4 check it prior to completion.

5 MR. SHARP: Suppose they said that their'

brachytherapy and teletherapy final treatment plans are6

prepared and are in accordance with the written directives.~

7

8 MR. TELFORD: The final treatment plans and

9 related calculations.

10 MR. SRARP: Are prepared in accordance with the

11 written directives. You cause their existence and you cause

12 ;nem to be in cccordance with the written directive.

13 MR. TELFORD: Do you want to cause their
,

14 existence?

15 MS. SALUS: Do you want to require that they be

16 generated? That was the question wo started with. Are

17 these plans regt. ired or is it just a matter of if you happen

18 to be stupid enough to do one and acknowledge you've done
.

19 it, you better make sure it matches thc grescription. The

20 reason why I say you're stupid enough is because if you're
,

21 smart enough to not do it and call it that, then you don't

22 have to worry about ever blowing that objective, unless

23 we're saying you've got to have one.

24 MR. SHARP: Considering the example out' in
.i

25 Indiana, I think you ought to require it,
a;.

, J.

- - - - _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ __--
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1 MR. TELFORD: Okay.

2 MR. COLLINS: I think the way the NRC had it was

3 you made a requirement, which you put in your reg guide to

4 do your rule, and some of us can't do that. So we're

5 basically saying go ahead and put it up in the rule. -

6 MR. SHARP: And then the final wording would be

*

7 that brachytherapy and teletherapy final treatment plans and

8 related calculations are prepared and ala in accordance with

9 the written directive.

10 MR. TELFORD: We can certain11 try that.

11 MR. CAMPER: Does that cover your timing?

12 MR. SHARP: That's what we've got. It didn't

i 13 address timing at all.

14 MR. KLINE: That pretty much is inherent in the

| 15 process. I would speculate 98 percent of the people have
l

L
| 16 some sort of plan on paper.

17 MR. SRARP4 That was understood, but the two L

18 questions are the stop laws would realize they don't have to

19 prepare a plan. You can't be out of accoNd if you don't. *

'

20 In the real case they didn't.

21 MR. KLINE: It's not a bad suggestion.

22 ME. COLLINS: Anybody that's doing a decent job is
;

23 going to be doing one.

24 MR. DUNDULIS: Just as kind of a clarification.

25 Something that I've seen from talking to at least one

- _ _ _ _ _
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1 practicing oncologist in Rhode Island, a lot of times,

t 2 particularly if it's a very unusual or complex case, the
,

3 oncologist and even the dosimetrist or the physicist, they

4 might map out some general strategies and actuaAly the

5 dosimetrist will prepare three or four alternate plans._.,

6 They'll have a conference and then the oncologist will sign

7 off on the one that he wants to use.

8 So I think it's not just he's responsible, but if

9 there have been multiple alternatives generated, which one

L
|

10 of the multiple alternatives had he or she chosen to

11 actually be the one to implement the prescription. They

12 might have all done an equally -- they might have all done

13 an equal job of implementing the prescription, but because

14 of other considerations that are outside this rulemaking,

|

15- like dose to other non-target organs and so forth, one plan

16 might be more appropriate.
)

17 Not that I'm sayint. put this sign-off in the rule,

18 but a lot of times that's why the sign-off -- because of

''
19 multiple generations. Yes, this is the one I want to

20 implement my prescription or written directive.
.

21 MR. KLINE: Well, they do capture that or John has

22 captured that a little bit in calling it the final. treatment

23 plan. ,,

' * .
,

24 MR. DUNDULIS: Right, and I agree.
I

i

|- 25 MR. KLINE: Your point is well taken because often

| .. . :um
< ' || E!

i
. .. -- -- .- - _ . - . . . . - . - _ _ . . . -.-. . . _
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1 it goes the other way where people will combine different

'
2 plans and literally overlap plans based on the dynamics of

3 the computer system and its ability to generate the

4 necessary treatment parameters you're looking for, So, yes.

5 That can be a problem or it can also compliment the plan r

6 itself.
|

4 |

7 MR. DUNDULIS: And another thing that the states j

8 are going to have to look at when they're implementing it is
!

9 that we're also probably going to be applying these to

10 machine-produced radiation and while you're limited to what

11 you can do with a teletherapy unit, some of these multi-

12 voltage neutron, photon, electron multi-moc^.e LINACCS, you

13 can get some really complicated treatment plans.i

14 I know it's not a problem for NRC, but it may be a

15 problem for the states if they're going to apply it to

16 machine-produced. I think that's where we're coming from in

17 some of these concerns.

18 MR. KLINE: That's a good point. We should

'

19 consider that and we realize the mistakes made about this

20 since it would be less cumbersome than to dissect out
i

21 Cobalt-60 and not apply it across the boards in your

22 program. That's a good point.

23 MR. TELFORD: We're addressing that in two ways.
,

24 The first way is to talk about the final treatment plans.
.

25 The second way is to allow written directives to be changed.

.
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1 So would you agree or disagree that that's sufficient?

(_ 2 MR. DUNDULIS: Yes, thau's fir,-e.

3 MR. TELFORD: In that all the comments that we

4 have about this last objective? Can we move to'the

5 Paragraph (b)?.

6 (No response.)

7 MR. TELFORD: Paragraph (b) of 35.35, we got a lot*

8 of questions about what do you mean audit, what do you mean

9 comprehensive, who can do this, do you have to hire an

10 outside agency to come in and do this audit. In the reg

11 guide, we said words to the effect that it's not a good iden

12 to audit your own work. We said you shouldn't -- the person

13 that was involved in the activity shouldn't audit that

14 activity, which was maybe a little too far to go, but it was

15 the right idea, the idea being you shouldn't audit your own

16 work because you're probably blind to your own mistakes, if

17 you made any.

18 so let me give you a rewrite, which is a

19 distillation of the suggestions we've had to date. One*

20 other thing I'd like to mention is that in Paragraph (b)
a

21 we're talking about the licensee shall do this. But in the4

22 reg guide, we talked about licensee management and our
.

23 volunteers pointed out that that might mean the

24 administrator of the hosnital or somebody that's not exactly
4'

25 a technical tyrs that's going to come in and do this audit

*
.,

?. e 1
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1 and, therefore, they didn't like it.

1 2 So we have listened to all these suggestions. Let

3 me lay out just a few key ideas to give you kind of an

4 outline of what I'm going to say to you, one idea is we do

want to do what I call a program review, annual program -

6 review, rather than an audit. We want that review to be
,

7 based on a sampling of cases, of looking back over the past '

8 12 months and pulling up some cases and making a compsrison -|

9 between what was administered and what was prescribed.

10 We want the department chairman or RSC or a

11 quality committee or somebody to be involved in making a

12 determination that the program is still sufficient. On the

13. viewgraph here, I'm saying management, but keep in mind that

14 that could be any one of a number of appropriate places that

15 could -- evaluate the findings of this program review, make

16 a determinatior: that the program that the program is still

17 effective, and then make modifications. Let's just leave it

18 at that for now.

*19 Those are the key ideas that we're"trying to

20 incorporate here. There's one idealthat'I want to kihd"of
gg -e

,

21 foreshadow for you, too, that our volunteers have told us

22 that, you-know, JCAHO allows kind of an optimization of
:.y

23 programs. They encourage that if you're spending time and,

-

. Y.

24 personnel effort in one area and it's not"a' problem, then

25 why don't you stop that, why don't you put your resources

,

&-- +r - ~r,_ --m - - _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ . _ . _ _ _ . _ _ . _ _ _ _ _ _ _
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1 where the problems are.

'' 2 So it's kind of an effectiveness or efficiency

3 kind of idea that I'm going to attempt to incorporate. So

4 here I go with a new (b) paragraph. I'm going to say the

5 licensee management or its designee shall, number one,-

6 develop procedurcs for and conduct a program review at

7 intervals no greater than 12 months -- that's our legal*

8 counsels talking there -- including an evaluation of a

9 representative sample of patient administrations during from

10 the last 12 months; to verify price of all aspects of the

11 program. That's number one.

12 11 umber two would say evaluate each of these

13 program reviews, this one here, to determine the

14 effectiveness of the program. Then I jump to maintain the

15 records. Three is maintain records of each program review,

16 including the evaluations and findings, and keep those for

17 three years.

18 So I have three steps in the program review.

'

19 Going to go back and look at a sample of patient

20 administrations from the last 12 months; examine these cases
.

21 for compliance with all aspects of your program, meaning

22 you're going to look to see whether -- the licensee is going

23 to look to see whether the byproduct material was

24 administered as prescribed. Secondly, they're going to look

25 at their program. They're going to look at the procedures

i

l
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1 that they have to see if they still think that they're

2 sufficient or if there's a mistake that they have discovered

3 from this sample of cases that has slipped through the

4 crack.

5 Second is they're going to evaluate each of these .

6 program reviews to make the determination that the program

7 is still effective. Thirdly, maintain records
*

8 Comments? Bill?

9 MR. DUNDULIS The first one is, number one, it

10 kind of implies a random selection. What I might want to do

11 is that in addition to the random selection, to

12 automatically include, and realizing the term

13 misadministration may be changed later on, that anyn

14 reportable misadministrations during that time period

15 automatically go into the review process.

16 In other words, you take a random sample and if,

17 by whatever randomization process, you didn't pull out all

18 of your misadministrations, the no should be added in when
*

19 it goes to the management review. That's point number one.

20 Point number two, one thing NRC is very involved
.

.3 .
.

21 with is reactors and reactors have to have aggressive

22 quality assurance programs that have to go through some sort

23 of internal audit. IsthisauditprocedurccNnsistent,

24 realizing that medical licensees aren't reactors, is it
i

25 consistent with what NRC is requiring of audits of reactor

.
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1 operations. Those are my two points.

2 MR. TELFORD: Point number one, the

3 misadministrations or whatever we call them that occur

4 during the year will be covered in reporting requirements.

5 The reporting requirements will say go investigate, go.

6 figure out what's wrong, write us a report. They will have

* 7 already handled the misadministration when it occurred or

8 just after it occurred. So they don't need to go back and

9 look at it. They've already looked at it.

10 MR. SHARP: Yes and no. They're handled on a

11 case-by-case basis, but not in terms of its impact.

12 MR. TELFORD: As to determine whether or not they

13 have deficiencies in the procedures,

14 MR. SHARP: Right. So I think you could say

15 include those very easily. Progr m review of patient

16 administrations and misadministrations.

17 MR. TELFORD: Okay.

18 MR. SHARP: Adm16istrations and

19 misadministrations.'

20 MR. SHARP: You want to pick those out to see how
.

21 the system handled them.

22 MR. KULIKOWSKI: Right. In other words, if you

23 had six in the first six months, after that point, are you

. 24 still getting more.

25 MR. TELFORD: Six in six months, wow.

_ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _. ..
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1 MR. KULIKOWSKI: But see if after the first one or

( 2 two if you have a correctica mechanism in place and it's

3 working. So I think you've really got to look at them again
'

\

4 in an aggregate.

5 MR. SHARP That's program implier. lions. ,

6 MR. TELFORD: I-didn't think of that before. What

7 you're saying is re-look at the procedures to see if that *

8 tells you something now. I guess logically a person would

9' do that, but we ought to just spell it out if that's what we

10 'really want.

'

-11 MR. SHARP: In the heat of the misadministration,

12 they forget to take a long look as well as a short look.

13 MR. TELFORD: Okay. No problem with that. David?

14 MR. WOOD: 'I think if any misadministration occurs

15 and such that it has to be reported, researched, and

16 . etcetera, that you're definitely going to conclude that
4

17 there is a procedural problem that needs to be intervened

18 in. I agree also that at the and of the year it would be

19 good to reflect on whether statistAcally it proved os,, it *

20 was successful.
.

21 An evaluation is not worth much if you don't

22' evaluate whether your response to it is effective.

23 MR.'TELFORD: Kirk?
'

. 24 MR. WHATLEY: In Item 1, if I heard you correctly,

25 you said make an ovaluation of samples of patient
.

.

,
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.

1 administrations for the past 12 months, something to that

\ '2 effect.

3 MR. TELFORD: Yes, sir.

4 MR. WHATLEY: I assume that wou:d include, if you

5 in a multi-disciplined facility, that that would include,

i

6 diagnostic, brachytherapy and teletherapy. ]
1~

"" 4 7 MR. TELFORD: Yes. The word that I used was l

8 including.an evaluation of a representative sample, meaning
1

9 'you have'to represent teletherapy, brachytherapy,

10- radiopharmaceutical therapy, and diagnostics. And you-have'

11 to take a-sufficient size in proportion to the number of r

"

12 cases you had that year.

13 - Now, I didn't answer Bill's second question. I,

14 believe the answer.to your question is yes. In general, we

'15 'are'in conformance. There is~a gentleman that works in my

16 -division who wears the hat that says quality assurance and ;

- 177 he's all focused on reactors, and I gave him'this rule at-

18 one point and said'tell me what you think. He came back and

. 19; said you're following the book. This is the steps that'I*

-20; would expect to see.
. . . u . yepn ,

9 21 But in particular-for this taking a sample of past "

22- . cases,.as a reactor case, before-you would accept the base

23 mat of;the containment building, and we're talking umpty-ump
&'-. _

24. feet of concrete down there that has to be in'accordance
#
i

25 Lwith a lot of specifications. So they go around and they

_

b
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1 take samples of this concrete before they're going to buy

( 2 off on this; etcetera, on welds, for piping welds. We're !

3 talking huge pipes.
I

l 4 My belief is yes. Now, there's a second part to

5 the (b) paragraph. I gave you the first part. The second
,

6 part is on modificr. ions. We say that the licensee may make

7 modifications. This would be based on the findings of these p

8 program reviews. May make modifications based on the

9 t'indings of the program reviews to the approved program to

10 maximize the program's efficiency without NRC approval,
L
| 11 provided the modifications, first of all, do not decrease

12 the effectiveness of the program, and, second, are supported

13 by the findings of the program reviews.i

14 Now, let me stop there and say for a

15 misadministration, when it_ occurs, it would be reported,

16 investigated and reported to the NRC. We will also put in a

17 requirement to say what are you going to do about it. So we

18 wouldn't let that go on. If you investigate that

19 misadministration and the licensee determines that they had. .

20 a deficiency in their program nnd they had fixed it then.
o,. :p - .

21 So these modifications are not thoce' kind..

22- MR. SHARP: -If you are going afteria performance- '

c.1

23 based rule, have you given much consideration to not asking

24 the licensee to submit the details and to allow him to'make.

f; 25 the changes that he sees fit so long as he follows the
p

. - _ _ - - - . _ _ _ . - -- - . .
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1 requirements of the rule? ..

2 MR. TELFORD: Well, almost, because in this part
.

3 of the (b) paragraph we're saying you can make modifications
4 to the program if, number one, they're supported by the
5 findings of these program reviews; two, tTey don't decrease

.

6 the effectiveness. In other words, you don't leave holes in
I

7 your programs.

8 MR. SRARP: So you've given him a free hand in his
9

wording and his judgment of the effectiveness of changes.
10 That's almost a complete free hand. The only thing you've
11

asked him to do is where he wants to compromise safety and
12 effectiveness which is as he wants to do. That's like
13 impugning the flag or apple pie and motherhood. Then he has
14 to come to you. So in coming to you, he's always self-
15 incriminating. I don't think you'll get much response that
16 way.

,

17 MR. TELFORD: I don't follow you.

18 MR. SRARP: Well, a licensee will presume to make
.

19 changes especially based on performance aspects of the rule
20 as we're progressing toward it, to try to improve it either.

*~

21 by maintaining the same level of safety at minimized cost or
22 by increasing the level of safety with level costs. He will
23 always -- he or she will always view h!a changes once he's
24

granted the necessity of having such a program as beingo

25 improvement.

T.
a
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,

The only thing I didn't mention wast

1 MR. TELFORD:

\ we said, oh, by the way, send us a copy of your2

modifications after the fact.3

4 MR. SHARP: All right. That's what I'm
-

suggesting, but what's the timing.S

MR. TELFORD: Within 30 days.
6 '

MR. SHARP: Now, these are --
7

If the modifications that you wantMR. TELFORD:8

to make are supported by the findings of the program reviews
9

in the licensee's opinion, it doesn't decrease the
10 and if,

effectiveness, make the changes and 30 days later tell us11

12 wha. the changes are.

The thrust of this so far has been the
13 MR. SHARP:

,

performance-based minimums and it seems to me that review14

upon inspection of the program and its results would be15

'enough, would be consistent with a performance-based rule.16

Remember it is a performance-based
17 KR. CAMPER:

their program. They

18 rule. They will not submit them to us,
'

will be a part of the licensing record.19

And I'm suggesting that they submit
20 MR. SHARP: .

They don't submit details.
21 their QA program to you.

In other words, they just -- theMR. TELFORD:22

rule goes into effect six months after publication end we23

say every licensee send us a letter that states you have a24g

program in p~1 ace that meets these.
i

25

1

- _ -- - _ .
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1 MR. SHARP: That meets these requirements or where

%

2 deviations, where you believe deviations occurred, explain.

3 MR. CAMPER: Let me ask you a question in terms of

4 inspection. Do you not have a concern that your inspector

* 5 will then be going on-site making a complete judgment call,

6 an assessment on the site without prior review of the

'

7 program?

8 MR. SHARP: Yes. So we didn't adopt 10.7, the

9 guide. We didn't approach licensing that way. We might not

10 approach a QA rule that way either, but you did. You

11 approached licensing medical users with a check-off system

12 that is verified by on-site inspections. With a

13 performance-based rule here, you could approach it the same

14 way.

15 You could even go so far as in the guide have an

16 adoptable QA program, much the same way that 10.7 has

17 adopted sections; dose calibrator.

18 MR. TELFORD: That sort of skips the licensing

.

19 step, doesn't it?

20 MR. SHARP: So does 10.7. That's why I say you
,

21 have adopted that philosophy and point of view in medical

22 licensing.

23 HR. KLINE: Are you talking about 10.8 or 10.7?

24 MR. SHARP: 10.8.
t-

25 MR. KLINE: This is identical to the 10.8
W,

i

- _ _
. .

,
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| 1 licensing process. I don't quite understand it. We have a

( 2 regulatory guide with this document, too, and we incorporate

3 it and if the licensee wants to use it by reference, it's an

4 option as long as he minimally meets the guidelines. So

5 it's not a requirement that they use a reg guide, but .

6 there's a licensing process required in order that we do

7 capture by regulation the program he submits to us, so then '

8 our inspectors can prepare by reviewing the program prior to

9 going on-site, and also to review their QA program and make

10 sure it meets the minimum guidelines before they just jump

11 in and start doing the QA program.

12 This is going to be new to a lot of people. It'n

i 13 going to require quite a bit of even our own people training

14 at what our inspectors are going to look for in a

15 performance-based program. So it's kind of complimenting

16 each of thoce.

17 MR. SHARP: I tend to agree with that approach of

18 having them submit it.

*

19 MR. TELFORD: Could I ask us to partition here.

20 What I've done is thrown out a new idea, which is the
.

21 licensee has the ability to make modifications on their own

22 based on the findings of his program reviews. That's a new

23 idea. That was not in the proposed rule. As a matter of

24 fact, that's kind of a foreign idea to some of eur licensing

9
25 folks or some our enforcement folks.

.. - _ _ - _ _ _ _ - _ _ _ _ - _ _ - _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ __
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1 The tendency there is to say -- let me put it this

( 2 way. When this came out as a proposed rule, what we said
I

3 was no modifications.

4 MR. FRAZEE: But what I'm pointing to is 35.31,

5 radiation safety program changes, ministerial, etcetera.,

6 MR. TELFORD: That's ministerial. We don't mean

i 7 just ministerial.

8 MR. WHATLIY: Well, this includes making surveys

9 and things like that. I don't --

10 MR. TELFORD: Wait a minute, guys. I'm not

11 arguing with you. I'm just saying, look, I'm being honest,

12 I'm saying, to me, what we're really talking about here is

13 different from what we proposed. So I just want to lay it
,

14 on the table and, first of all, there was this idea of

15- making program modifications. That's iden one.

16 Idea two is how do we license. Should we require

17 the submission of the plan. Thet's a separate question 1

18 think we ought to look at.
;

19 MR. SHARP: If you didn't require a submission,L .-

l'
| 20. you wouldn't worry about changes.

'

21 MR. TELFORD: Yes. Solet'stakethehIrstone
22: first. What do you think about modifications in the manner 4

23 I described?
.

24 MR. FRAZEE: It's supposed to be a performance-
,

.(,

25 based rule and you're giving them the ability to perform'

J{
i

.
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1 actions on their program to meet the objectives. So let

2 them go to it.(
3 MR. SHARP: I don't think you'd find o licensee

4 making a change that they thought was deleterious to the

5 program. So all the changes they would make they would
s

6 consider non-reportable changes.

7 MR. TELFORD: Kirk? l(
8 MR. WHATLEY: I support that. I don't think that

9 the reporting requirement -- I support the fact that they

10 need to submit the changes to NRC et to anybody, but I don't

11 think it's consistent with other areas that NRC has

12 addressed in nuclear medicine, specifically 35.31.

13 MR. TELTORD: Let me make sure " tat you understand

14 what I'm saying. In the rewrite of this (b) paragraph, it

15 says the licensee may make modifications on their own

16 without prior approval from NRC.

17 MR. WLATLEY: I support that.

18 MP. TELFORD: Okay.

19 MR. WHATLEY: Did you hear the rest of what I .

20 said?
'

21 MR. TELFORD: Yes.

22 ME WHATLEY: About submitting the changes to NRC.

23 I just don't think that's -- I agree that they should. I

24- just don't think that's consistent policy in'other areas in

'f
i 25 nuclear medicine, specifically 35.31.
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1 MR. TELFORD: So you would modify --

i
2- MR. WHATLEY: I would change 35.31. -

.

3 MR. TELFORD: In what way, Kirk?

4 MR. WHATLEY: I'd require they submit all

* S procedures such as when you make surveys of waste disposal

6 and calibration survey estimates and such.

'

7 MR. CAMett 9o you would eliminate the

8 flexibility for ministe-ial changes.

9 MR WHATLEY: I just don't call those things

10 ministerial changes.

11 MR. CAMPER: I see.

12 MR. WHATLEY: But we've been through it before.

13 That's just --

14 MR. DUNDULIS: When v.: adopted our Part 35

15 equivalent, we kind of compromiseo cn it. We adopted the

16 language for ministerial phanges. However, what we said was

17 nnytime you 1: -ament one of these changes, all of the

18 rationale that you had to go through, RSC approval,

.

19 alternatives, that a copy of all deliberative documents.be

20 forwarded to us within 3v days.and we reserved the right to
,

21 review it and determine is it ministerial or is it not and

12 is an amendment required.
4+

23 That was kind of the compromise that we struck.
. _

-{
It gives them flexibility. We can look at it. If we agree24

25- it''s minor, then we'll just send them a note saying, yes,

,

m-_mm..m_-______ . -
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|

1 it's fine. But if, en the other hand, we think they've gone

i 2 off the deep end, we're going to say that's not a

3 ministerial change, you're going to have to come in with an

4 amendment.

5 And I think if you adopt what Jon is proposing, ,

6 yes, allow them to implement the chEnges, notify the NRC

7 within -- it says 15 days here, you said 30 days, I think 30 .

8 days is more reasonable, and then put some qu;11fying

9 language; however, NRC reserves the right to say these are

10 not minor changes, they do have a very significant potential

11 to decrease overall safety.

12 I think that might be a compromise.

13 MR. WHATLEY* I was just making a statement. I,

14 support what you've done here and I think it's improvement

15 over 35.31.

16 MR. KELLEY: I think the plans and the changes

17 shculd be submitted.

18 MR. TELFORD: Okay. Would you allow them to make

19 the modifications on their own without prior approval? -

20 MR. KELLEY: I think it should be for review.
.

21 MR. TELFORD: Submit the suggested modifications

22 for review.

23 MR. KELLEY: Right.

24 MR. TELFORD: And only make the modifications

2L after approval.

. - _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _
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1 MR. KELLEY: After approval, right.

I' 2 MR. TELFORD: Okay. Rita?

3 MS. ALDRICH: I think this is a very ambitious
,

4 ulemaking. I think it's going to result in licensees being

/ 5 -- who don't already have it in une place perhaps, a fairly

6 comprehensive program. We foresee that being in the form of

d
7 a quality assurance manual and then possibly other manuals,

8 like treatment planning procedures manual. A.id, no, I

9 wouldn't want those things submitted. I chf.nk that I would

10 prefer to develc,, some guidance for the licensee on what

11 parts of the program we want submitted.

12 To me it would be like having the licensee -- I

13 don't whether you do or don't do this -- submit their

14 radiation safety manuals, say, for a large broad license,

15 which generally comes by the pound. We already have a

16 problem getting through the workload that we've got. That's

17 one thing.

18 The second thing is you tend to wind up rewriting
.

19 their manual for them, either editing or some other way.

20 So, no, I would not want the entiro program submitted. I
,

21 think I'd rather rely on asking them for specific aspects of

22 it in response to questions,

23 MR. TELFORD: The question now is would you --

24 MS. ALDRICH: And changes -- yes. I would --
,

25 KR. TELFORD: Would you want to review the
8
Mj

1

!
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1 modifications prior to letting the licensee make the
,

t,
.

ki 2 . modifications?
<

3- MS.-ALDRICH: Following on what I.just said, no, I

4 would1not. I'd' expect them to be able to revise-their

5- -manual. Again, it's a performance-based rule. If the g
1

6 - change is to improve their performance,-I don't think I'd

7 necessarily agree that they would tend to rationalize.the >|

8; change that they were making. _But, again, if they made a |
1

9 change and.that-resulted in something occurring, a |
I

10 misadministration or whatever we're going to be calling it, j
|

11 then clearly they would have.-- I think that its if, the

12 fact thatzthe performance was graded, would then result in

i 13 . your declaring'them to'be in non-compliance with the rule,

' 14 - That could be tricky.
,

15 But I don't think that in this. instance that we

116 really.do want_to-see every single change that they're going

;17 ' to be making. I think-it would be hard to judge whether or

''

18- not it's a' major or a minor issue:and-I would rather leave

.19 it to the evaluation at the time of inspection or as follow- '

20. up to an incident if they did have an errof or~

..

21' misadministration.

22' MR TELFORD: Let me summarize what you said to

23 make sure I understand it. For modifications to'the program

24; based on these program reviews, you would say, yes, let thec
'(

25- make the modifications without prior approval.

_ #3
,
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1 MS. ALDRICH: With the understanding --

- 2' MR. TELFORD: But you only want to see some of the

- .3 modifications. You-don't want to see all the modifications I

4 given-as a copy-to you.

) 5 MS. ALDRICH: The modifications I think that they

6 should be able to make on their own, but the understanding

'A '7 is that they are to improve performance after a review that

8 identified something in their program that was a weakness.

9 As far as seeing the original program itself, I don't

10- necessarily'want to get their entire quality assurance

11 manual; which is what I envision them developing for

12 themselves.

13- I would rather ask for specific information. I'mj

14 answering the' question in two parts. One is do I want the

11 5 program submitted and two is do I want the modifications.
1:

16 MR. TELFORD: I was really looking for an to the

i-
'

17 first part, which is do you want to see the modifications

18 prior to, and you say no.

# 19 MS. ALDRICH: I'm saying no.

20 MR. TELFORD: Dave?
+^>e.,,

L -21 MR. WOOD: I don't have a real strong opinion, but
|

22 I'd'be inclined to say I'd want to review them first.

23 MR. TELFORD: Okay. You agree with Rick, then.

24 Dave?
,

- tY!
25 MR. ZALOUDEK: I think I'm going to go back to

1

1

_ - - - , , _ _ . _ - - -._ : : - _. ---
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1 where Kirk was a minute ago. It sounds like a departure

( 2 from--- if you're saying that'the changes would not have to

3 be submitted prior to implementation, it appears to be a

4 change -- not a change to NRC's current policy. You're

5 requiring this to be submitted initially or plan to be
4

6 submitted as part of a licensing process. Changes don't
,

7 have to be submitted. 6
;

8 MR. TELFORD: Let's look at the overall picture

9 here. What we're saying is this is a performance-based rule|-

10 and realize that they must have a program. They've operated

11 their program for two or three years. They've had program

I
'

12 reviews annually. They have determined that they can make a

13 change for the sake of efficiency, but not decrease

| 14 effectiveness.

15 This idea says if the modification that the

|-
iL 16 licensee wants to make is supported by those program reviews

:

17 and does not decrease the effectiveness, yes, they can make

18 those changes without prior approval.

L 19 Now, just stay with this rulemaking. Let's not -

|

20 broaden the issue to all of NRC. Let's not broaden-over to
.

21 Part 40 or 70 or 50. Let's just stay right here on.35.35

22. for a minute. This is how we have.to_run the show here.
|

23 We've got a yes. ve've got a no, we've got a no, we've got a

>

24 _yes.

$ 25 So en its merit, forget policy, just give me

. jg&
|

l

- ,,
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1 merit, do you like it or not? Simple es that.

- 2 MR. ZALOUDEK: I'd be inclined to go with the
,

3 review prior to.

4 MR. TELFORD: Okay. Dave?

5 MR. WOOD: I'd have to qualify. After hearing

i

6 your description, I would say I'm almost inclined to agree4

7 that you -- you hand us such'a nice scenario. I think this

8 particular institution could have done it, but I think

9 there's too many institutions that are too much smaller in

10 my state that I don't feel like I could give that kind of

11 respect to their changes and their ability to review

12 internally and make those changes.

13 A big placn that had the personnel to do it and do
;

14 it right, yes, but not the majority.

15 MR. TELFORD: Okay. Larry?

16 MR. ANDERSON: I think because it's performance-

17 based that we have to let them do that. I wonder what other

18 circumstances are in the other states. I don't have the

19 people to sit down and review every one.of these things that*

20 somebody is going to be sending in to me. It's not gding to
. . g

.. .
.

21 happen. I can't even review things that the NRC sends to me

22 to review.

23 Where am I going to get the people to do this?

24 It's performance-based, if they screw up, that's the way
4 i

25 it's got to be.

:D< *
-

- - - - - - -------MMAma sa-me,_ _____,_ _ _ _ , _ ________,__,_,__$ -



_ ._ _

b i

~ 254

1 MR. TELFORD: Okay. Steve?

it-~
2 MR. COLLINS: The only ministerial change I'd

1

'3 recognize is change in a post office box. Everything else

4 is submitted to us for review.
|
1

5 MR. TELFORD: Okay. Jon? J

6 MR. SHARP: I liko the idea of a. performance-based

7 rule and I would try to enforce it the best I could. So I &a
|

8 would let them make the changes.

9 MR. TCLFORD: Give them enough rope to hang

10 themselves. I

i

11 MR. SHARP: I think we would have interaction with 1

11 2 investigot ;g misadministration, the inspections, so that

13 once we had glanced, and I agree manpower, woman-power,,.

14 person-power to review is going to be very tough. I would

15 like to see the program they submit touch on the key points

16 of how they're going to meet the objectives and not give any
-

,

17 great detail.

18 So I'd'like what they submit to be performance-

*

19 based descriptions. So I would let them make the changes,

20 but I don't think anybody is going to admit to hurting that
'

.

21 QA program. So they're going to make all the changes, even

22 ones that hurt the program a little bit, in fact. But I'm

23 ' prepared the pay the price. .I don't think it's much of a

24 price to pay for getting a QA program started and I think we

25 need all the selling points that we can to have them

. _ _ _ --_____-_ _-___ _ __-- _--- ___ _ -__- _ _ _ -_ _ _ __ ______ _______ _ _ _ - - . . . .
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1 addressed in a confidential way and a detailed review,

\
2 there's no way to sell it to a licensee.

3 MR. TELFORD: Okay. Bob?

4 MR. KULIKOWSKI: I guess I feel similar to the way

5 Jon does. There are two components to it initially when you*

6 have them submit a QA program. There's a performance-based

7 meeting of the objectives. Then there are all their

8 detailed procedures of how they're going to do that.

9 One, I agree with Larry. I don't have the
1

10 manpower to go through every single procedure to make sure

11 it's going to do what they say it's going to do. I think

12 I'd rake some change in the performance-based side of it,

i 13 then they should at least submit it to us for information so

14 that their license file is up to date. We have enough

15 encompassing things in our regulations currently so that if

16 we look at that -- I mean, we may decide that there's no

17 action that's necessary.

18 However, if we see that there's something, that we
4

19 have the authority to go and say, look, you can't do this,

20 you've got to change it back. I think that's maybe for us
,

21 to strike a hapoy medium where we have some feel for what

22 they're doing, we can head off real major disasters.within a

23 certain period of time, but let's leave most of the legwurk

24 up to the field people and let them evaluate it as they see

26 it in the field. They're going to get a better context of ,

' 4:

.. . . _ . __ . .
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'
1- -itLanyway.;

~ k. 2 MR. TELFORD: Bill?
.

'

?3 MR. DUNDULIS: I think what I said before, the way |

4 we're doing it now, ministerial changes, ar.d I'think that ,

|

5 some of:that is -- if you can make the case, implement it= 1,
.

l

6 and send it to us within 30 days and we reserve the right --
'< |

7- if you guessed-wrong -- you know, it's clear.in the statute gj
- |

8 that we have a rig'ht to get back to you and say, no, we -

19 don't think that's a minor change.
-

10 MR. TELFORD: Okay.

11 MR. CAMPER: Can you go back and revisit the

12 - language which, that after they conduct the program review,

13 they can only send in certain types of information to NRC?,-

14- -I'd like to explore the point that Jon had raised.

15: Basically, I think I heard him saying that no one is going
-

16 to send to NRC or to any regulator a bad idea, an amendment

17 .that's going to be based upon ---

18: MR. SRARP: And the way the rule is written,
,

i

*
19 that'c the.cnly idea -- so they're guilty before --

20 MR. CAMPER: Can we just review thatllanguage for
~

iW - ,

21: a. minute?

A 22 MR'. TELFORD: The follow-on language --

TA
'

I23 MR.. CAMPER: Only send us a certain kind-of

4

24 inforn ' tion for prior approval.
, . .

'

25 MR. TELFORD: We said if the modifications that

-N
a

.. ,

:_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ - _ _ . - - - . - ._
- -
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1 you want to make are supported by the tindings of the

( 2 program reviews and do not decrease the effectiveness, nake

3 the modifications, but send us a copy in 30 days. Of

4 course, we reserve the right to say nice try, but no cigar.

5 Now, we also say that if you're going to make
,

;
'

6 modifications that are not supported by the findings or

7 decrease the effectiveness, you cannot make them without.

8 prior approval.

9 MR. CAMPER: What I'm saying is no one is going to

10 do that.

11 MR. SHARP: Those modifications that are made that

12 might have done that, I think, are a small price to pay

13 before you increase the saleability of thit whole idea. So

14 I would not review them.

15 MS. S ALUS : I'd like to make a related point,

16 which is that earlier you were saying that the JCAHO has a

17 general philosophy that you can take an integrated approach

18 to whole operatio.;; where you're not finding problems, you

* 19 start shifting resources and pay attention to areas where

20 you are.
.

21 It seems to me given the number of

22 misadministrations relative to other medical procedures, the
:

23 result of these annual audits is going to them, hey, we

14 ._-__-_- - _ _ _ - _ -

' '

24 don't have problems here, and constantly going to find that

25 relative to other hospital activities, at least in a
'

<
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: 1' ihospital setting.-

( 2L So you're going to.be constantly getting changes.

3 Let's reduce'these~ procedures. Let's make them less

4 burdensome because the effectiveness isn't going to be !

5 really significant if it's not going to be required in the. ,,

6 regulation.

7- MR. TELFORD: Well, let me see if I understand .

-8 what you're saying. You're saying this hospital operates
1
1

9' along'with.no-problems and it-has a program review and says,

10' gee, we --

!

11' MS. SALUS: A whole year, no problems.
l

12 -MR. TELFORD: A whole year, no problem. Okay. j

.13 - Decision tio make. .Let's keep the program the way it is. In

14 a second year, no problems. Let's keep the program the way

.

;15 -- it:is._ Third year, no problems. Gee whiz. Looks like we-

16- could cut back the application of some of these resources.

17- Yeah, let's do that. Fourth year, no problem. Fifth year,

18 no-problem. Now what?

19 MR. SALUS: Maybe we ought to cut back some more.- *
_

20' MR. TELFORD:- Pardon me?
;y .

-21 MS, SALUS: Maybe we're' going to decide to cut

-22 .back even more resources.

23 MR. TELFORD: The hospital?

.24 MS. SALUS : Sure.

]{.

' 25- MR. TELFORD: Okay. By definition, you've got no

.

- _.___-_m _ _ . _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ , _ . _ _ _ _ _ _ . _ _ , . _ _ _ _ _ _ _ _ _ _ _ . . , . _ , . , _ . , _ , , ,, . _ , , ,, , . , .,-
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i

71 problem, you've got an effective program. As long_as that
-

*

't.
2 keeps up through ten years, you could be down to almost'

,

3- nothing, but you must have some great people there not

4 making-any mistakes.

5 MS. SALUS: Given the statistical probability of
,, ,

'

|-
6 one of'these evente cocurring, I think most of these

::a 7 hospitals, if all we had were the procedures and

8 requirements that are in place today,_they'd keep coming up

9 no' problem, no problem, no problem.

10 MR. SHARP: Let me give you an idea. David, how

11 many procedures of brachy would you do in a year?

12 MR. WOOD: Several thousand, two or three ,

| 13 thousand,
t

-14 MR. SHARP: So even an error rate of one-in-10,000

15 in a well run institution is going'to have a few problems.

'16 MS. SALUS: One every five years.
)

17 MR. WOOD: And the program still falls flat on its

18 face. You cut it back to a pretty minimum load. The RSO

'' 19 left or a couple of key technologists left and you're now
l

20 scuttling with a couple of cross-trained x-ray-techs,'

, -. - -

21:- radiologist who is not too hip on things, and you've

! 22 suddenly got a whole different program overnight. These are

23 small organizations.

2 . . . < i. . ..

-' 24 MR. SHARP: I think there's a potential-to pay a

25 price with not having them submitted. I just think it's

| " EP |
t .

'

\. -t

- _ . . . - , , , , , , ., -,
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1 small and I think it's worth the chance to increase the

- - 2 palatability of the program. But I think all these things

3 are true. I think we need to know that price if we're going

4 to buy off on this. We need to know that price so we're not

5 surprised by it later and overly concerned as to what's

6 going ~to happen, going in with our eyes open. p
3

7 MS. ALDRICH: I was thinking, too, that not all *

8 facilities will start from a level place. There will be |
1

9 some that will really extend resources and do far more than

10 they need to. So ic wouldn't be inappropriate for them to

11 decrease resources over time if they found that they had

12 been - if they promised more than they really need or is

13 reasonable, and obviously we're not going to tell them, no,

14 you don't need to do that much, cat it down. It's just now

15- the regulatory approach.

16 But there will be some that will start from a

17 level at which they could reasonably decrease the resources-

18 or time devoted to-it and then there will be others that

*
19 will have only a minimal program. Well, I wouldn't say

20 minimal, but.they'll have an adequate program, but certain
.

21 not overkill.
.

22 MS. SALUS: I guess my concern is that because of

23 the statistics, you're going to be -- you're not going to

d..
24 know'any changes.that reduce effectiveness until you've gone

25 pacc it. Almost any change I could propose wouldn't be

. - -- . _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ - _ - _ - _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ - - _ _ - - _ - ___-. - - _ .
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1 anticipated to reduce effectiveness given --

( 2 MR. TELFORD: Can you give me an example?

3 MS. SALUS: I'm probably the wrong person. Maybe

4 somebody else can.

5 MR. TELFORD: You must be thinking something.
,

6 MS. SALUS: No. I'm really not. I was just

7 listening to -- you were saying earlior about shifting
4

8 resources, I know absolutely nothing about what goes on in

9 the nuclear medicine department.

10 MR. TELFORD: Don't say that. You'll lose

11 credibility.

12 (Laughter.]

13 MR. TELFORD: Let's focus it. We've got a bunch

14 of procedures that try to carry out these objectives. Now,

15 let's say that for patient identif3 cation they had a criply

16 redundant system.

17 MS. SALUS: We go down to double.

18 MR. TELFORD: Yes.

4 19 MS. SALUS: Now we ge down to singly then.

20 MR. TELFORD: -The objective says at least two.

.

21 You can't back off totally now.

- 22 MR. CAMPER: I think a point to be made here is

23 when we tried to restructure this particular languagr, we

24 were trying to incorporate the concept that JCAHO uset in
i

25 that the indicators that the hospital relies upon from time

.

_
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1: to time can change.

-( 2 Frankly, if you start off in a QA program and

3 you're expending X amount of resources and you look at your

4 program a year later,'two years later, and you'say, gosh,

5 we're doing a great job, let's take it X minus something-and- ..

l

6 divert those resources somewhere else, and you achieve the

7 same level of efficiency or the same level of objectivity, p .
l

|8 So what?
.

9 Now, on the other hand, let's take the case that
.

10 David raises. Going on three of four years, you've got a

11 great program. You lost two of your t'echnologists. You

12 know intuitively that you've got to readjust some recources.

13 You've now taken a hit in this area. You're probably going

14 to step up those resources to maintain a safe level of

|.
L 15' efficiency.

16- That's fine. Our thought was that the licensee

L 17' should have-the flexibility to do those types of things in a

18 fashion that maximizes the effectiveness of'the program,
.

19 without having to say the regulator will make these changes.- '

20 But the question that I was really getting at'a
-s

1 .

21- moment aga that'Jon rad raised was more one of the languagep

jm
u 22' that' we have as the ".'ollow-on there about submitting those
'

>,

23 changes which are not supported by the program review. My

24: _ question really waa I'm wondering if that's necessary. I

|
^

25 don't know if anyor.e is going to send us something that has

-, . . _ - _ _ - _ _ _ _ _ _ . _ _ _ _ _ _ - _ - _ _ _ - _ _ _ - __ _ -_-_
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1 a big negative associated with it.

\- 2 MS. SALUS: Curiously enough, even if they do, how
-

3 is NRC going to decide whether or not to approve it? We

4 know this might cause one in X thousand excess health

5 effects and the purpose for this rule is to prevent --,

6 MR. TELFORD: Wrong rationale. We would -- our

7 license reviewers -- let me kill two ston63 with one bird*

a here. Let me pick up Jon's second point from before and say

9 what we had in mind was the rule will have an effective date

10 six months later. At that date, all licensees would send us

11 a letter saying we have a program in place.

12 Upon license renewal, which is basically a five-

13 year cycle with us, they will send in their QA program.

14 Then we would do the license review. We would say, okay,

15 here are your procedures, here is the rule, and we believe

16 it meets the rule. We don't lock at what you're talking

17 about, no. We look at the rule.

18 We say do we believe your procedures are effective

19 in meeting the objectives of the rule. We'd say, yes, we*

20 agree or, no, we don't and pretty soon we iterate until,
., ,

21 yes, we do, and they get a license to operate. When they

22 get inspected, they get inspected against that license.

23 MS. SALUS: But that's not what this says. This

.e .

24 says nodifications that decrease or potentially decrease the
-||

25 effectiveness of the program may not be implemented --
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il MR. TELFORD: ' I'm sorry. You can't look at that

Ik_ 9 language. Listen to what I'm saying. When I-started off, I i

3 startedLoff saying this is a new Paragraph (b). We can-

4: throw out the old Paragraph (b). So I explained that

5 they're going to have program reviews. They're going to- .

6 evaluate these' program reviews. They're going to maintain

7 records. t

8 Secondly, we said the licensee may-make

9 modifications based on the findings of these program reviews

10 to the approved program to maximize the program's efficiency

11 .without NRC approval.provided, one,.the modifications do-not

12 . decrease the effectiveness; number two, are supported by the
_

-131 findings of'the program reviews. Then, by the way, within
,.

14~ 10: days, send.us a copy.

I

15 The second statement after that- if :you make any,

l'6 modifications which decrease the effectiveness, you may not

.

make modifications which decrease effectiveness or, two, are17

18' not supported by the findings of the program reviews, okay?

19 So the question-I wanted'to get to'was the thought. *

i

20 that Jon brought up a while ago. Do we go through the
;w.g. c .

21 licensing review process. My inclination is lo"say-yes,' but

22 do it on a license renewal schedule.

I'msurethatwouldbetheonlythiNg23 MR. SHARP:-
w + ,

(
24 possible for us.

,{
25 MR. TELFORD: That way we see 20 percent of 2,000

.

'
.M

.- _ _ _ _ _ _ _ _ _ _ _ . ._ _ _ _ _ _ __ _ ____ _ _ ___ _ _
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l

1 every year.

'
2 MS. SALUS: And then if the licensee wanted to .

3 change the program in such a way that might decrease or

4 potentially decrease, could it demonstrate won't decrease

5 effectiveness, they'd have to apply for amendmeat or change.

6 the program?

7 MR. TELFORD: If they want to mako a modification*

8 which they think will decrease the effectiveness or maybe

9 more importantly we would think would decrease the

10 effectiveness, they have to submit that prior to.

11 MS. SALUS: If they want to make a modification

12 that they can't support based on their findings, won't --

13 MR. TELFORD: Right. Bill?

14 MR. DUNDULIS: One important thing that when you

15 said they've reviewed the program and you said won't

16 decrease, some of the original language, or potentially

17 decrease. That appears to have been -- the or potentially

18 decrease appears to have been a conscious omission on your

'

16 part and I'm just wondering why in the revised language you

20 decided to drop that.
c

21 MR. TELFORD: Well, it's kind of like almost

22 anything could be judged to be potentially. So we probably

23 went a little too far with that proposed language.
t-

24 MS. SALUS: Let me ask another question related to

25 this. Suppose I'm a hospital that uses triple ID and I find

_ _ - _ _ _ _ _ _ _
-
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1. after1five years no problems with identifying patients. So

O 2 I say-double it. . The third step is not necessary. And in

-3 one or two years before I go to renew again, the only

4 problem I had is I had a bad ID. Have I done the bad thing,

5 . which is change my program in a way that reduced the :
,

l
6 effectiveness? l

|

|7- MR. TELFORD: You stepped over the line is what '

|

8: you did. When you went to identifying patients with only 1

-9 one method,' you sent-that to NRC within 30 days. The next

10. thing _you're going to.get is a letter.

11 MS. SALUS: No. I said three to-two. I started

12 with three, no. problem.

13 MR. TELFORDt But then did you go from two to one?

14- MS. SALUS: Not this time. This is hypothetical.

~ 15 ' This hypothetical is I go-three_ originally, no problem. I

16 .say,-great, no problems, ID is not-an issue, go back to two.

17 MR. TELFORD: Okay.

; 18 MS. SALUS: Then after I implement two, that's

19 whero I get a misadministration. I just got the wror.3
*

20 patient. 'I don't know how it happened,-I had the picture =, I
-

.; ,-

21 asked another question, what's your address. Does'it
e

22 decrease the effectiveness?
,; m,

23 MR. CAMPER: And your misadministration in this

24 case.resulted from a lack to properly identify them? The
di

25 argument could be made that you have --

L
'

.
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1 MR. SHARP: One of the problems is asking them to

i 2 guess whether it's intentional. It's a long lead time, a
*

3 long evaluation time required to see what these changes

~

4 might mean. It's put=them in a Catch-22 situat1on in making

La 5 a change and perhaps finding out later that that did impact

6. the program.
'

|

*- 7 MS. SALUS: Especially with the low incidents of

8 these misadministrations.

9 MR. KLINE: If that's the case, do you think that

10 possibly the licensee will submit every change to you?

11 1MR. SHARP: I think we should be content with them

12 submitting their changes because most of the changes because '

13 most of the changes will be improvements and Tna should not

14 force them to admit that a change is deleterious, because I

15- don't think they will and live with those that three years

16 down the pike prove to have been mistakes, but there was no

17 ~way of telling at.the time they made the change. Going from

18 three to two would have been accepted even on review, but it

19 proves to-be the wrong loop perhaps.'

.20 ' MR . ANDERSON: I agree with you, Jon. None of
,

21 this goes on in a vacuum. We're going to.be seeing these

22 people.- If they're starting to have-some-problems, we're

23 going to see them. We're going to be --

24 MR. SHARP: Drop the wording about deleterious
o

25 changes. I don't think they'll intend to make any of those.

;

_ - - -. .-.. - - - - , _ . _ . _ . . _ _ . . _ . _ _ - _ . . - - - . . . .
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1 MR. TELFORD: Steve?

\ 2 MR. COLLINS: I like the wording that you've come

3 up. I would think that each time a true misadministration

4 occurred, we always follow that up with a letter that's just

5 like a notice of violation that says what actions did you ,

6 take to prevent recurrence. That always has a qualifjar

7 that based on your response, we may incorporate this into .

8 your license.

9 So in the way we handle that, it's already covered

10 anyhow.

11 MR. TELFORD: We would do the same. We haven't

12 gotten to reporting requirements yet, but that's where that

13 particular step that you just described would be contained.

14 MR. COLLINS: So what I'm really saying is -- are

15 we through with the discussion on this part?

16 MR. TELFORD: I think we are. Jon, did you want

17 to say some more about whether or not maybe we should go

18 through the licensing step?

19 MR. SHARP: I think each state is going to make a *

20 decision on that because I think we're going to have a hard

1

21 time selling it. I think dropping the changes at least

22 makes some sense. I don't know how it's going to come out.

23 I know what I'd like to do, but if you want to compare a

24 program on renewal to the precepts here, I think that's

f
25 probably about t''e best cut you can make to review these

, Ui

....
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1 programs and let them maintain.

I 2 We slo put our compliance people in a somewhat

3 precarious position going out to inspect a progrom we may

4 have changed in. detail, so they won't be able to hold people

5 and they'll be able to make a field judgment about_how well,

6 this fits. But if we look at it every five years on *

7 renewal, I think -- we're just starting into this quality,

8 assurance program. Maybe we ought to -- if this doesn't

9 work well enough, then we'll have a review and changes later

10 on. But I think we ought to establish a lead for it.

11 MR. FRAZEE: We have a 50-50 split here.

12 MR. TELFORD: Do we have a 50-50?

i 13 MR. FRAZEE: Roughly.

14 MR. TELFORD: Let me phrase the question. Do we

15 do the licensing step? Is that the question? Do we ask
.

16 them -- the rule has passed, we have an effective date.

17 They send us a letter on the effective date saying they have

18 a program. Now, upon license renewal, do they submit their

o 19 program for licensing review? Is that the question?

20 MR. FRAZEE: That wasn't the question. That's a
.

21 good question. The 50-50 split was whether or not we would
.

22 have them send the changes in.

23 MR. KULIKOWSKI: This is logically a better first

24 question. Let's deal with that,

t[
l 25 MR. TELFORD: Okay. Let's tLke this one. We'll

.

.
.. - _ - _ _ _ _ - - - - -.
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1 come back to that one. You've got the question? You're

'k 2 going to test me now. Can I remember it? Okay. There is

3 an effective date of the rule. Six months after it's

4 published. On the effective date, the licensees send a

5 letter saying we have a program. .J
6 Upon license renewal date, licensee submits

7 program for licensing review. Yes or no? Terry? "

8 MR. FRAZEE: Wh6t is the extent of our review?

9 MR. TELFORD: Licensing. You've got to look at

10 .the program and you're going to --

11 MR. FRAZEE: Am I looking at it and saying yes

12 they actually have one or --

13 MR. COLLINS: This is your five-year renewal

14 application.

15 MR. FRAZEE: One of the items on your QA program.

16 Am I looking to see, yes, they have a QA program or am I

17 looking to see if it fits the rule and how well?

18 MR. TELFORD: It meets the rule acceptably to your

*
19 licensing reviewer. So your answer is?

20 MR. FRAZEE: We review it.
.

21 MR. TELFORD: Upon-license renewal.

22 MR. FRAZEE: Yes.

-23 MR.-TELFORD: Okay. Kirk?

24 MR WHATLEY: I don't think you can issue a

25 license without them meeting the requirements of the regs.

- . . . _ _. .- -
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1 The only way to do it is review it. So I yes.

Y .2 - MR. KELLEY: Yes.
N

3 MS. ALDRICH: Yes.

4 MR. WOOD: Yes.

5 MR. ZALOUDEK You review it. -

,

6 KR. ANDERSON: You review it.

- . 7 MR. COLLINS: Yes.
,

8 MR. SHARP: Yes.

9 MR. KULIKOWEKI Yes.

10 MR. TELFORD: That's the first question. Okay.

11 Take a deep breath. The next question is modifications to

12 the program. Modifications that are supported by the

13- findings of the annual program reviews and modifications

Which do.not decrease the effectiveness of the program in14- :

15 order to maximize the efficiency of the program. Do we let

16 the: licensees make these modifications without prior
i

17 approval? Yes or no?

' 18 MR. DUNDULIS: Clarification. You said annual.-

- * 19 - Yet, the review says intervals not to exceed 12 months. LI f ,

for=whatever reason, they want to do?id -- they want to call20
. . w . . &km

21 a special meeting for the purpose of reviewing it and it's-

22 less. .f

23 MR. TELFORD: We mean they shall do-a program-

r. . 24 review at intervals not to exceed 12' months. : If they want

25 to do those reviews every month, fine.- Stack up-12 of them.

4

w

w 9*--t'f T ''s-><e ~ b * >=u 9 e r-'--Pr*r M 7 --'eNe a w- iim- e-'*+-s- *-W- - - '
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1 If they want to do them every quarter, fine. Stack up four
,

! t
2 of them.

3 MR. DUNDULIS: So your question was prefaced with

4 after the annual review.

5 MR. TELFCI(D: Based on the findings of the annual -

6 reviews, plural. Okay. Question, yes or no?

'
7 MR. FRAZEE: Yes.

8 .MR. WHATLEY: Yes.

9 MR. KELLEY: Can I pass?

10 MS. ALDRICH: Yes.

11 MR. WOOD: I agree, but there is one thing that

12 bothers me. If it happens to be four or five years before I

13 get around to reviewing it, if it happens to come up in-

14 sequence to see the project in'its entirety and they had to

15 change something after two years and they send me in their

16 ' modification --

17 MR. TELFORD: Thirty days. You get a copy in 30

18 days,

o

19 MR. SHARP: But you don't have anything to compare

20 it against.
,

| 21 MR. WOOD: If the original entire document in its
|.

22 entirety is not submitted upon renewal, which may happen to

23 be four or five years down the line, then what do I have to

24 know what it's compared with?{
25 MR. CAMPER: That's a problem the first time

-

._
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1 around.

2 MR. TELFORD: Let's go to the next time. Let's-

3 say you've'already -- license renewal has already come up.

4 You have licensed the program. Now you're a couple years

5 after that. You've got two or three annual reviews. They...

i

6 want to make a modification. They make a modification and

P- 7 they send you a copy in 30 days. That's really the scenario

8 I'm envisioning.

9 MR. KULIKOWS KI : Let me just clarify this a little

'10 bit further. Say we just renewed the license this month and

11 the QA rule is effective next June. That license is not

12 going to be reviewed until-1995. They wouldn't have to

13 review the QA program until 1995. Any changes that they

14 make to that program, we have no review base documents to

15 compare it to. So is it necessary for them to submit that.

16 MR. .TELFORD: If you want to call that a

17 deficiency in the plan, okay, but it's there because we

18 don't want to review all the licenses the first year. It

#
19 has really nothing to do with making modifications.- It has

20 to do with the fact that we don't want to look at 2,000
4

21 licenses at once.

22 MR.-KULIKOWSKI: Granted. But.I'm saying we're

23 looking at two separate points in time. The before event

24 and the after event. Do we want changes submitted only

25 after their plan has been reviewed and approved or any time

_. _ , .-, _- _ _ . -. . _. __ ._ _ . _ _ _----- --------- - - - - - - - - - - - - - -
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F 1- up to that point when they just said we have one?
'

2 MR. TELFORD: So it could occur. Like you said,,

3 you're not going to get the license renewal until that time.
4 However, f or our major licensees we inspect them every year
5 and the other guys it's once every three years. So we're *

6 not going to go five.

7 MR. KULIKOWSKI: Yes, but from the license review

8 process --

9 MR. CAMPER: It will occur the first time around.
10 The only time you want to see that program is upon
11 inspection.

12 MR. KLINE: The only consolation would be that if

13 the inspector takes that review with him and compares it
14 with the on-site program in its entirety, then if there's a
15 conflict or problem, he can recommend that there has to be

16 an amendment that needs to be reviewed by a license reviewer

17 to' determine the significance if it is detrimental to the
18 program. But, yes, you're correct. This is a loop. This

e

is a period of dormancy where you could literally get in19

20 these requests or these please review this and we have no
,

21 basis for reviewing it.

22 MR. DUNDULIS: But if you take the suggestion that
23 I offered earlier, is implement, submit with the option of

~24 the NRC or the state jumping in, then the way you could
il

25 address it is you say, okay, this is a change compared to
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1- what,

if 2 MR. . CAMPER: Just ask the deficiency question.

3 MR. DUNDULIS: Right. So in.other words, if you,

4- adopted this language with the option of NRC having the

5 opportunity to say no, then the problem js resolved.. . .

.I^

6 MR. TELFORD: We will reserve that option. We

7 always do. If we go out and inspect and we haven't had.

a license renewal yet on.this licensee, but it looks pretty

9 bad to us, pull-that guy right out and say, okay, it's not

10 your turn.

11 MR. DUNDULIS: But I'm sayjr.g in a case where a

12 plan - where they said you haven't reviewed our plan, we

, 13 certify.that we have a plan in place and now we want-to

14 amend it, and you're saying, well, amend it from what. So
i

15 you as the licensing agent say even without making them

16 submit a whole plan, you can say, all right, well, just send

17 me the old text of this whole section.

L 18- MR. KLINE: Right. Exactly. If they want to

19 amend it, they would have to submit their entire-package so*

20 that we could review it.

!' 21 MR. DUNDULIS: That's why I think it's important

22~ to-have the agency review in the loop. If it-looks fine,

| 23 you can say fine, nothing happens. But if it doesn't look
L

L 24' . fine, then.you can jump in.

D

25 MR. KLINE: That's a good point.

1

. . _ _ _ ,_ _ -_. ,_ . . _ _ _ _ _ . . . _ _ _ _ . _ . __ _ _ ._. .
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1 KR. WOOD: How much extra trouble would it be to

( 2 say when you send in your -- within a six-month parameter --

3 your promise that you have it in place and are going to

4 abide by it, that you also send in a copy of your document,

5 whether we review it or not, whether it just goes in their ,

6 file to be documented subject for review later if an

7 inspector comes out and says something doesn't look quite ,
y

8 kosher, can you review it. J.t least you have a copy on

9 file. You don't have to review it the first time around.

10 It's only for review on that five-year sequence. But at

11 least you have it in your hands in their file.

3 12 MR. CAMPER: That could be easily accommodated by

g requiring that they submit a copy of it to you rather than13

14 letter certifying that they have it.

15 MR. COLLINS: Good point, Dave. I really like

16 that.

17 MR. ZALOUDEK: Given that we thought this was

18 important enough to adopt this rule through the rulemaking

19 process, given that we went through all this and require the *

20 licensee to go through all these steps and establish a' plan,
.

21 I think we'd want to review it.

22 MR. ANDERSON: Yes.

23 MR. COLLINS: No.

24 MR. SHARP: David just switched my mind. You
\(

' 25 voted no? He doesn't want to review it.

1
, . . . . . . . . . .

.

. . . . .
. . . , , . . . . . . . . . .. . .1
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,

1 MR.- TELFORD: The question was are they allowed to-

S 2~ make modifications without prior' approval.
.

3 MR. ZALOUDEK:- The-answer to that is no.

4 MR. SHARP I would say yes.

5 MR. KULIK0WSKI No.,2

6_ MR. DUNDULIS: Yes, within the parameters that
.|

t 7 I've discussed.

8 MR. KELLEY: No.

9- MR. TELFORD: I think we've got four no's. Okay.

10 By my reckoning here, looking at the agenda, I think we have

11 discussed the 9:15 item, which is the discussion of the

12 proposed rule. I really think we've started the 11:15 item,

,- -13 which is the roundtable discussion of_the suggested

; 14- codifications. We did do the break. We did do lu.'ch. The

15 only thing that I think we've missed from the diseassion of

16 the_ rule is to allow many of the states to say they want to
)

17 talk about the requirements which they=either have or are

18 thinking about which are in apparent conflict.

19 So let's ask if -- on the rule so far, from what'

20 we've talked about so far, do you-either have-requirements
.

.O.

21 on the books or are working on them, such that you think

22 .they would be in apparent conflict with what we've discussed

23 so far? Terry?

24 MR. FRAZEE: No.
qr

25 MR. WHATLEY: No.

m

'
'

,w, ,-v,-,- -,,,..,,,,,,.,-n---. .- .. -n-. . . . . . . - - ~ . -,~-.-,--,=a..~., . s .n .. - L,. . ---..,.T..
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1 -MR. KELLEY: No.

k 2 MS. ALDRICH: I don't think we'll have-a conflict,

3 but I think we're developing it differently, approaching

4 diagnostic and therapy separately because they keep saying -

5 -I think we feel this interim need to be a little more ..

6 prescriptive with therapy than we are being with diagnostic. '

7 But that's the only thing. No conflict, just a differeht *

8 approach.

9 MR. TELFORD: Okay.

10 MR. WOOD: No.

11- MR. ZALOUDEK: Not at the present time.

12 MR. ANDERSON: No.

13 MR. Z ALOUDEK: But we are working on some.
,

14 MR. TELFORD: Okay. Steven?

15 MR. COLLINS: You tell us.

16 MR. TELFORD: Oh, no. You're on the spot.

17 MR. COLLINS: We're still awaiting the NRC's
!

| 18 of ficial comments on something as of July.

t
'

| 19 MR. TELFORD: You know your proposed rule. We've

20 spent the day talking about this one. In your judgment, do
wu g - .

21 you have any apparent conflicts?

22 MR. COLLINS: I don't think we have any conflicts )
i

23 in the rule. I think we'll have an extremely hard time

24 getting this one in place through our administrative
I!

25 procedures and requirements. But no conflicts-currently.

|

|

!

__. - -
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-1 MR. SHARP: No, with the proviso that if it is

2 . sufficient to compatibility.

-3 MR. -. TE LFORD : Okay.

-4 MR. DUNDULIS: I think I would agree with - I

5 don't see any problem. However, the practical one may be ifo,
.]

6 it's extended to. medical accelerators and therapeutic x-ray*
,

/

' 7 machines, there may be some practical implementation

8 problems by the states.

9 KR. TELFORD: Which would be the individual

10 states' decision to:do or not do.

11 MR. DUNDULIS: That's correct.
1

12 MR. TELFORD: And outside of our purview. Okay.

13 It's-about eight minutes of six. Larry?

14 MR. CAMPER: Two items, if I may. One is I think

'15 it-would be worthwhile to at least float the idea of the

16 JCAHO accreditation process as relates to diagnostic having

17 now gone through the objectives, at least it's food for

18- thought so that tomorrow morning can be productive on that

"
19 issue.

20 MR. TELFORD: All right.
4

21 MR. CAMPER: The second point is purely an

22L administrative item, but I do want it on the record'. That:

23 is-I would like for each of you to give~some thought this

24 evening to the possibility of another meeting which might-

!= =25 occur in Washington on either the 12th or the 13th of
|
r
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1 February, should it be necessary.

e 2 MR. TELFORD: Or both days, if you like, if it's

3 necessary. So this-is your advance warning.

4 MR. CAMPER: So perhaps tomorrow sometime we can

5 .get some idea of where you stand on that. ( sq

6 KR. TELFORD: Let's let the conference have a say

*
7 in maybe the location.

8 MR. CAMPER: That's fine.

9 MR. TELFORD: As well as the dates. But we'd
!

10 certainly like to offer the invitation at this time. We'd

h 11 be happy to put the meeting on in Rockville on those dates.-

|
12 Mr. Bolling?

-13 MR. BOLLING: I have a letter here from Ed Bailey

14 in California who is a little upset. He'd like to have the

15 meeting out there, if there is a second meeting. Any

16 problems with that?

17- MR. TELFORD: That's why I said let's let the

18 conference select-the site, because I don't want to get in-
,

'

19 the-middle of all this-because these states are spread out.

20 So I-would prefer that the conference select the site just '

+- ,

-21 as they selected the site-for this meeting. Steve?-

22. MR. CO LLINS * - ?re you referring to.this group as

23 the conference?
|

24 MR. TELFORD: No. Ta.' king abotit the-CRPCD.
,

'

25 MR. COLLINS: I'd 1ike to poll this group to find
-_
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1 out what they think about us maybe starting at 8:00 in the

( 2 morning instead of nine so we might get through a little

31 earlier with this.

4 MR. TELFORD: Is 8:00 all right with everybody?

5 All right, 8:00 it is,,,,

r

6 MR. WHATLEY: I don't want to keep us here, but I'

!

h} 7 want to just throw out one thing that concerns me and maybe

8 think about it tonight and tomorrow you might want to

9 discuss it or whatever. I think there's one error in

lo quality assurance that we've overlooked perhaps that, in my

11 opinion, from my experience working in facilities like this,

'12 that I think really contributes to misadministrations that

13 you never hear about and so on, and that's supervised users.

14 A physician-under the supervision of an authorized

15 user in a hospital, no one has ever reviewed his training

16 and experience, yet he's allowed to basically do anything he

17 -wants to in that hospital, the same as an authorized user
-

18 does-as far as prescribing doses and so on without the prior

* 19 approval of an authorized user. I know it can be'a long

20 discussion. I don't intend to discuss it this afternoon,
,-

- 21 - but I think that's something that needs to be-looked at.

22 I know it's standard practice for training in

23 hospitals. That's the way it's done. But if you really-

24 want to solve-problems, that's one area of concern.
F

25 The second is what I've heard-today is that the

i

!

- _ - _ - _ _ _ _ _ - - . .-
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1 primary cause of misadministrations and so on relates

( 2 directly to technicians, problems with technicians. That's

3- another group. -There is nothing in this rule that I see

4 that-addresses their training and experience, their-

5 qualifications or whatever.

6 I think those two areas are a real concern. I

7 just lay this out for future consideration. ,

8 MR. CAMPER: Let me add to that, if I may, Kirk.

9 Those two areas, interestingly enough, are areas that we

10 have a great deal of interest in and are concerned about,

11 too. For example, the upcoming ACMUI meeting on the 14th '
,

12 and 15th of January, one of the topics that we're going to

13 discuss is supervision.

14 There are really two categories of supervision.

15 One is supervision as relates to physicians being

16 preceptored, being supervised, and what constitutes adequate

17 supervision. For that matter, should all authorized users

18 -be preceptored and, if so, what standards apply, and those

19 types of things. .

20 Similarly, in July of this year, we raised'the

'

21 question-about-training and experience, all players involved-

22 in the use of radioactive materAals in the practice of

23 medicine; i.e., technologists, physicists, dosimetrists,

24 radiation oncology nurses, and on and on. ~ At that time, we
.

25 were told by the Advisory Committee to bring to them more

- - - -. - . . - . . . - . . - - - . . . . - - ,
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I 1- information to-demonstrate that there-was, indeed, a

*
; 2 problem.

-o
4.
L 3 But a number of us have some concerns about what

i
4- 4 bearing training and experience has on misadministrations

1

5 or, for that matter, other violations that occur, as well.4 . ..

; j 6 So they are two issues we have a great deal of interest in.
u

j .a 7. To the extent that the schedule will allow, any comments you

f
8 might have will be helpful.to us and to me in particular

! 9 given that it is an issue in the upcoming ACMUI meeting.
! !

[ 10 So Kirk's concerns are our concerns, as well, and
:

! 11 timely for that meeting in January.

!

| 12 MR. WHATLIY : Can I ask just one other question?

i
13 There's a study out on human factors associated with

1

! 14- problems in nuclear medicine. What's it' called? Human
4.
!

15 factors study? What we're dealing with here in qualityj

(

assurance is human factory. Do you anticipate that study --16

4-

| 17 what's the purpose of that study and do you anticipate the
,

18 results of that study causing modifications in the patient

f' 19 QA rule?
!
'

20- It-just sort of seems to me like you'd get the
#

[ 21 information first and then you'd take what you learned and

i: 22 -apply it here.
1

23 MR. CAMPER: I think that the issue of -- there's

I -

'j 24 no question Tna are currently looking at human factors issues

[ ti
I

25 and certain other quality assurance issues, as well, via

:

6

4
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1 contracts. We don't feel, though, that information is

( 2 necessary for this rulemaking. It is certainly conceivable,

3 though, that as time marches on, results that would come out

4 of those studies may have some impact on future' changes in

5 this quality assurance area or in the regulatory guide, for
6 that matter.

7 MR. TELFORD: And those are details. You might #

8 find that particular operations are just not very

9 efficacious in terms of human factors considerations. We

10 could easily put those in the reg guide and say, in essence,

11 do things the other way.

12 MR. WHATLEY: What are they looking for in that

13 study? I mean, what's going to --

14 MR. CAMPER: Generally speaking what we're trying

15 to do is look at what bearing human factors has to play in
16 the misadministration phenomenon, quality assurance as it

17 relates to the license, for example.

18 Primarily it's designed to see if we're devoting

19 the attention to those areas that we should as a regulatory *

20 agency and to what extent we should modify regulatory guides
.

21 and our regulations to consider whatever findings we can

22 come up with. But those things are going to go on now for

23 the next two or three years.

24 MR. TELFORD: Let me bring up the topic of our,

'

25 meeting with the JCAHO as sort of final information for you

|

. - .. . ..
.. . . . _ _ . _ _ _ _ . _ . _ . _ _ _
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1 today. Yesterday we met with JCAHO in Chicago. It was an

t 2 all-day meeting. We went there with several purposes in

3 mind. First of all, we had been told by our volunteers and

4 others JCAHO has been doing something like this for several

> 5 years. If you add on a little increment here, don't you

6 realize, and somebody else adds on a little increment there,

7 pretty soon we're over-burdened, why don't you try and work*

8 together.

9 We went to JCAHO and said let's talk about how

10 what your organization, what its purpose is and how you do

11 business and we'll talk about our organization and how we do

12 business. Then we'll get down to details as a comparison

13 for the relevant objectives in this rule, of which there are

14 seven out of eight.

15 For each objective, we had looked up the JCAHO

16 standard. So we listed the applicable standards. We went

17 through this comparison, boom, boom, boom, boom, boom, right

18 through our seven objectives that are applicable. We asked

'

19 the question, this is on a regulation level. We asked thn

20 question do your standards have the same intent as what we
,a

21 want to do in this QA rule and do they have .he same effect.

22 In other words, do we have equivaiency on a

23 regulation icvel. We found that we were very close, that

24 with a few word changes here and there that we probably

25 could achieve equivalency without a lot of difficulty on
m

,)
-
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1 their part, let's say.

'k 2 We asked two other questions of how do we compare

3 on what we call licensing and what they call accreditation.
4 That's the second question. The third question is how do we

5 compare on what we call inspections and what they call

6 surveys, on the regulation level, we said we're close, we
;

7 could achieve equivalency. '

8 on the licensing level, they said we don't do

9 that, we don't look at programs, we only look at programs

10 when we get there during a survey. So we don't have

11 equivalency there. On the inspection versus survey level,
.

12 it appears that they spend less time in the nuclear medicine

13 departments currently than our inspectors do. However, they.

14 indicated that they would be willing to consider a change in

15 the amount of attention they devote to the nuclear medicine

16 departrent.

17 So we examined the comparison at each of those

18 three levels. We really asked the question how they would

19 react to the NRC proposing that licensees be allowed to
*

20 substitute JCAHo accreditation in lieu of submitting a plan
.,

21 to the NRC for nuclear medicine diagnostics. To our

22 surprise, it was a pretty positive reaction.

23 Then we talked about the difficult questionc of

24 what do you do if you discover a bad actor. They again
.

25 surprised us and told us that they would be willing to

}



287

1 submit reports to the NRC on those folks that they put on

( 2 their six month probation or taose that they would recommend

3 for this program. It would probably work well for

4 accreditatien just for that department, because we would say

5 to the licensee you have your choice; for nuclear medicine,

6 diagnostics, you can obtain and maintain JCAHO accreditation-

4 7 or you can submit your program to NRC.

8 Now, the licensees would still be subject to

9 reporting requirements for what we'll discuss tomorrow as

10 events and reportable events. But that's what we're talking

11 to them about. They have some questions that they want to

12 discuss internally and they will get back to us on the

13 response of whether or not they really want to pursue this,

14 any further, but that's the basic idea.

15 Questions?

16 MR. WOOD: Was any mention made of compatibility

17 between agreement states and the fact that a certain

18 percentage of the U.S. is covered by agreement states in

19 lieu of NRC?'

20 HR. TELFORD: Well, what do you mean?
e

21 MR. WOOD: You said they were considering the

22 possibility of diagnostics being covered in an either/or

23 situation between them or NRC, but you didn't mention the

\ 24 agreement states in that scenario.
<

25 MR. TELFORD: Well, I think I'm including
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1 agreement states.

( 2 MR. WOOD: All right.

3 MR. CAMPER: That's our assumption, because it

4 would be an area of compatibility.

5 MR. FRAZEE: But on the other hand, some agreement

6 states may not choose to buy that option.

7 MR. CAMPER: You mean the use of JCAHO? .

8 MR. FRAZEE: Yes.

9 MR. CAMPER: That's certainly conceivable.

|

| 10 MR. TELFORD: Agreement states could do that. But

11 I wanted to express to you, give you a little progress

12 report on that now. After we finished the discussion with

13 the JCAHO, there was a member of the public who happens to,

14 be President of AC&B, made the suggestion that if we allow

|

| 15 that for nuclear medicine diagnostics, we should also allow

16 it for nuclear medicine therapy, radiopharmaceutical

17 therapy.

18 So that the nuclear medicine department, the guys

| 19 that use the radiopharmaceuticals, are watched over by one *

20 organization. So you can't give me any reaction to that,
s.

21 but I'm just putting that on the table because that was also

22 suggested.
|

23 MR. KULIKOWSKI: In the either/or situation,

24 Licensee A chooses to go with the program submitted to NRC;
, t(

25 Licensee B chooses the accreditation process. How do you
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1 inspect against the QA rule? It looks like you might be

tk 2 given the potential for, I think, two different standards
.

3 with two different licensees, or-by accreditation you

4 automatically assume compliance.

4 5 KR.-TELFORD: By accreditation, the licensee for

/ 6 the nuclear medicine department would obtain accreditation,

4 7 would be subject to JCAHO surveys, not our inspections.

8 MR. ANDERSON: Are we going to get an agreement

9 with JCAHO?

10 MR. TELFORD: But it would be subject to our

11 reporting requirements for what we're now calling

12 misadministrations.

13 MR. CAMPER: JCAHO indicated yesterday a

14 willingness to modify their standards and the accreditation

15 process in this area to reach a comfort level with the NRC.

16 But in those cases, Bob,ito expand upon what Jon has said,

17 our inspectors would not inspect against the QA program in

18; those institutions that have opted for the JCAHO

19 accreditation process as their vehicle for addressing this*

20 regulatory criteria.
,,

21 In those cases, in those institutions where they

22 have not, they have chosen to submit a program to us. Bear

23 in mind, if you will, that, of course, private practice

'
24 scenarios would be in that case. They would be inspected by

_,

d
25 NRC.

''
_

|

' -

- - _ _ _ _ _ _ _ _ _ _ _ _ _ . _ . _ _ _ _ .
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1 MR. KLINE: If you took that a step further in
k

.2 some of the problem areas, when you run into enforcement

3 problem areas, how do you handle those if it's a JCAHO --

4 let's say alerting to the NRC that this licensee under JCAHO
i

5 certification has a problem. The NRC then at that point

6 would have to decide how to handle whether or not the
*

7 enforcement criteria would specifically follow a special
I

8 inspection at that point, review pursuant to what JcAHO

9 feels are possible problem areas.

10 There's a lot of logistics and problems. We are

11 trying to use an organization which has been voluntary,

12 though whose standards are almost used as an enforcement

13 tool in themselves.

14 MR. WOOD: JCAHO has always graded very heavily on

15 physician intervention where we've kind of shied away

16 obviously-in this meeting. I'd be very reluctant to think

17 they're in favor of turning inspections of nuclear medicine

18 departmants over to NRC when we have not agreed to look at
P

19 physician intervention as strong as they are used to doing.

20 MR. TELFORD: I don't follow you.
,.

21 MR. WOOD: The practice of medicine from a medical

22 MD or authorized user's evaluation, they look more into

23 criteria of how the authorized physician oversees thate

24 procedure and how his standards and evaluation of referring

25 physician, things that we haven't touched on. The referring

- . _ _ - . _ . _. _ _ . . _
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! l~ physician's use -- I don't know how to word it.
1

--

.,

_2 MR. TELFORD: It seems like you're talking about
|- -)
'

3 things that they would do in addition-to --
,

f 4 MR. WOOD:- Yes.
!

* 5 MR. TELFORD: -- the objectives of the QA rule. |

i/ -6 MR. WOOD: Yes, in addition to.
:
!
' '* 7 MR. COLLINS: Do you want to pose the question of
|

! 8 those of us here again to go around the table and vote, who
i

| 9 would be in favor of sharing this enforcement with anybody

10 else, the JCAHO or anybody else?

i
11 MR. TELFORD: No, not really. I don't want to be<

j- 12 accused of three months now, John, why didn't you tell me

- 13 this. So I'm telling you this now.

: 1

| 14 MR. COLLINS: We're willing to provide you some

i-

| 15 input now,
i

h 16 MR. ANDERSON: I'm willing to tell you that I

! 17 -oppose it.
'

;

i 18 MR. COLLINS: I oppose it also,

l-
i, 19 MR. TELFORD: All right. We'll go around-the

20 table. Start here. Steve?
s ., -

'21 MR. COLLINS: No.

- 22 tiR . TELFORD: Jon?

23 MR. SHARP: I'd be inclined to go along with it.-

24 MR. KULIKOWSKI: No.

25 MR. DUNDULIS: Some of the JCAHO reviews are kind

.

. . . . . . . - . _ _ . ._.. _ _ _ _ _ _ _ _ _ = . . . . . , . - _ . _ _ . .
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1 of wimpy. I'd say no.

| ( 2 MR. CAMPER: Excuse me for a minute. I think what

3 I'd like to do on this, if you don't mind, is I'd like for
i

4 you to state the state as we go around.

5 MR. TELFORD: Okay. Let's start over.
|

| 6 MR. ANDERSON: Utah, no.

7 MR. COLLINS: Illinois, no. .

8 MR. KULIKOWSKI: New York City, no.

9 MR. FRAZEE: I've got to clarify my vote. When we

10 go out and inspect hospitals that are JCAHO accredited or

t 11 not, my inspectors find out and they ask the questions. As

12 far as our state is concerned, it probably doesn't make a

i 13 big difference one way or the other. We're going to ask the

14 questions anyway. We're going to find out about their

15 program anyway. The proof is in the pudding. We're going

i 16 to looking for, A, let's find out whether or not there are
|

17 misadministrations and whether or not they're being

i

18 reported, anyway.

19 So in a sense I can hear what you're saying, we *

^

20 don't trust them either, but it's probably a' moot point
{- .=

21 because we're looking at the effects of the program. .And

22 whether JCAHO accredits a program and blesses it and comes

23 in and does their survey and whatever or whether we

24 occasionally look at, every five years, look at-their QA
,

$
'

| 25 program, that's not the bottom line.

|

i

~n.,yy' - ~ , --- y-- --
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3 The bottom line is how effectively it it working

i~
2 and that's what my inspection team is out there taking a

3 look at. So I guess I'd say yes, I could live with that. So

4 the answer is that.

*
5 MR. TELFORD: State, please?

6 MR. FRAZEE: Washington.
"

7 MR. WHATLEY : Alabama. I personally don't know

8 anough about JCAHO to make a decision on the concept right

9 now. I think we've got the same reservations as we always
,

10 had about any third party inspections. We have the same
i

11 reservations about this as.we do about indut ". rial'

12 radiographers right now, third party certifications and so

13 on. So I'm not in a position to say yes or no.

14 MR. TELFORD: Okay. Rick?

15 MR. KELLEY: Arkansas. I kind of agree both with

16 Kirk and Bill. When the JCAHO went out to the nuclear

17 medicine facility and did an inspection, it was on the wimpy

18 side. I won't give you the name or not, but basically
i

* |

19 that's what I've heard. But I'm going with his thought that

20 I'm really not sure as to what that means right now at this
,,

21 point.

22 When we go out, we do our inspections and from we

23 hear, they say you all are really coming out doing -- you

24 spend like three or four hours, the guy from JCAHO will come
.

|

26 in and spend maybe an hour or so and then he kind of looks i
1

.- . . _ . . . _ . . _ __ .- . _ _ _ _
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1 around and maybe doesn't ask the proper questions. That's

A- 2 what we're getting.

3 So I have to say I don't know enough at this time

4 to make a -- if I had to make a yes or a no answer, I'd

5 rather not.

6 MR. TELFORD: Yes. Well, I appreciate your

7 impression of the JCAHO inspections, but what we really have .

8 in mind is we woul.d want to achieve some level of

9 equivalence that we believe that the JCAHO standards would

10 do exactly the same thing that our objectives would do.

11 Second, their survey, what they call a survey would be

12 equivalent to our inspections. So before we would say,

13 that's what we're-looking for.p

14 I'm not trying to influence what you're saying,

15 but I'm just saying that from our point of view that's the

16 way we would look at it.

17 MR. KELLEY: Well, I'd say if their survey or

18 whatever they want to call it comes out to'the quality or to
"

19 the-level of which we're doing now, in-that case I would say

20 yes. Other than that, I would say no.
, ^..

21 MS.'ALDRICH: I'd have to-go back and talk to

22 other. people in the state. New York, in the health

23 department, we have two agencies. We have the office of 1

PublicHealthandwehavetheOfficeofHealthbystems 124
f, 1

25- Management. Health Systems Management does surveys at _;

l
i

|

I

~ - - - - . - . _ , _ _ , _ , , - , , , , , - . J
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1 '
i

| 1 hospitals that are equivalent to the JCAHO.
-

:
'

2 Health Systems tried to do what you're suggesting
,

j 3' now in the past or at least as sort of a joint effort to do ,

4 their inspections with the Joint Commission. They found

ja 5 that it didn't work. Their problems were the frequency

i
? 6 issue, as you've already pointed out, the frequency of
i

3

'* 7 inspection. Also, the depth of inspection.
4

8 But it could be in New York State that the Office
{

| 9 of Fublic Health, for example, or the Office of Health
i-

| 10 Systers Management might fulfill the same function as the

11 Joint Commission. I'll have to talk to them.
:
1

? 12 In some of the comments that we've gotten on some

!

[ 13 of our QA drafts, the Health Systems Management has made
|

14 comments sort of-to the offect that we don't need to ask;

i

; 15 this because they are. One of the things that we haven't

i-

really resolved with them,is exactly what aspects they are16

i 17 lookingRat, perhaps we should be deferring some of that to
i

j 18 them.
!
'

19 So I have to find out two things. .One, what is
j
,

! '20 their relationship right now vis-a-vis Joint Commission, and
{d

21- what our division of labor might be. But I wouldn't say no
,

: 22 upfront.
!

i23 HR. TELFORD: You wouldn't say no, but it requires

24 --

if
s

25 MS. ALDRICH: I wouldn't say no upfront. I'd say

! ^

I

! i
:
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1 that it's a complicated situation. I'd have to find out.

\ 2 MR. TELFORD: Okay.

3 MR. WOOD: Texas has alreaaf responded, so I will

4 pass. May I make one quick clarification? When we make

reference to inspections, we're talking about trading off
I

6 reviewing, are we talxing just the QA portion of the nuclear

7 medicine department or are we including their inspection to *

8 encompass what our inspection covers for nuclear medicine?

9 Is it &ast QA?

10 MR. CAMPER: Just QA.

11 MR. WOOD: Just QA. Okay.
,

12 MR. ZALOUDEK: As a general recent experience, I

13 don't have enough experience to give an answer. From past

14 experience, as far as Joint Commission or JCAHO, I'd be

15 inclined to think we wouldn't be able to work it out.

16 -Louisiana.

17 MR. CAMPER: Let me explain something. The reason

18 we're asking for state is not that we're looking for a

"
19 binding commitment from you obviously, but it was because I

20 know that there's an element of the physician community that

21 believes that this JCAHO accreditation process is the way to

22 go. We recognize, on one hand, it's going to require a
/
' 23 great deal of discussion and interaction and coming to some

24 conclusions between our agency and the JCAho organization if
1

.

25 it is to be at all.

I

' ' ' ' ' ''
' ' '

'

_ _ _ _ . - _ _ _ _ _ _ . _ _ _ . _ _ _
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2 on the other hand, even if one recognized that we

t
2 might come to such an understand'ng, we look at the fact

3 that there are 49 agreement states out there and some of

4 which may have some problems with using the JCAHO

5 accreditation process and some of which may have a large-

6 number of licensees. It is important I think to be able to'

7 say to those in the medical community that strongly advocate*

8 this process that, look, recognize that this may be the way

9 to go for NRC licensees, but should you may have a lot of

10 trouble with a lot an awful lot of institutions out there

11 that are in agreement states.

12 so that's the reason we're seeking that point,

13 just purely as a sampling. That's my reason for '. hat.

14 MR. ANDERSON: I suspect that in almost all the

15 states the JCAHO inspections are conducted the same way and

16 that's with public health nurses out of the Department of
,

17 Health. We've had direct experience with these people. I

18 think it's incredible that ve sit here and require that we

4

19 have this much training of our inspectors and then we're

20 willing to dole out this portion of that to a nurse who
,

21 doesn't know what a rad -- she couldn't tell you a rad from

22 an napkin.

23 MR. CAMPER: Two points I would make. One is this

24 is only about the quality assurance for diagnostic nucicar
,

25 medicine uses, not the overall radiation safety program, not

- _ _ _ _ _ _ _ _ - _- ____ __



298

1 all the things that we go to inspect and that you to go

( 2 inspect. Secondly, the use of public health nursen, the

3 scenario is contrary to what we heard yesterday from the

4 JCAHO representatives as to what constitutes their

5 inspection team or their eccreditation team.

|
6 MR. ANDERSON: I'll guarantee in the state of Utah

7 they have no health physics people available even. .

8 MR. KLINE: As a matter of f act, JCAHO insinuated

9 that at the physician level, after possible training or

10 after review, of how the NRC inspection would inspect QA

11 program and after the agreement on the amount of time

12 necessary to do a comprehensive review of that program, as

13 we would expect, that they would be individuals, not the.

14 nurse, not the administrator that also goes with that team,

15 and also not any other ancillary type person, allied health

16 person.

17 MR. ANDERSON: I understand that most physicians

18 think that the MD degree qualifies them from anything from

19 nuclear physics on through -- most of them know the *

20 difference between a rad and a napkin.
6,

21 ( Laughter. )

22 MR. KULIK0WSKI: I have a question. I have to

23 agree with Larry, Just a rhetorical question. Given the

24 emphasis that the commission has placed on
11

25 misadministrations and the QA rule, how well do you think

I,

,, - - -

._ _ _ _ _ _ . _ _ _ _ _ _ . . _ _ _ . - -
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1 they would buy this?

ic 2 MR. CAMPER: I would not even purpcrt to speak

3 for the Commission on this issue. This is an area that we

4 are exploring. It has been raised by certain elements of

s 5 the physician community and at this point wr .'e just trying

/ 6 to see if it's feasible, can it be done, is there a

t- 7 possibility. But how the Commission would take it, I really

8 can't say. It would be pure conjecture.

9 MR. KULIK0WSKI t I think that plays some

10 importance on this rule given these other timeframes. It's

11 just a possible savings.

12 MS.-ALDRICH- One_ point that may_be of interest or

13 may not is I don't know if this has happened in other

14 states, that the Joint Commission has in the past in New

15 York at leact when they have inspected hospitals asked for

16 examples for the most recent inspection report on their x-
,

17 ray program for the hospital and taken that to be something.

18 in support of their own inspection. a

*
19 I have never heard of them doing it with the

20 materials program, only with the x-ray program.
* M

21 MR. CAMPER: The only thing I can say about'that,

22 Rita,-is that I think most of us who have been around in

23 this area for a while are familiar with what the JCAHO has
,w.

24 historically looked at when they come in to do accreditation

25 . review as relates to nuclear medicine. On the other hand, I

. . . . . . . _ _ _ _ _ _ _ . . .
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1 think that most of us came away yesterday with the feeling
'

2 that JCAHO, at least the group we talked to yesterday, and

3 recognizing they have to go back and talk to their

4 management and what have you, was prepared to modify their

5 inspection process and to modify their standards to
V

6 accommodate NRC's concerns for this area.

7 Again, this is only on the quality assurance .

8 program. Now, clearly if we end up pursuing this, there

9 would have to be additional discussion, a meeting with JCAHO

10 to nail down the specifics. To that end, we have suggested,

11 at least at this point, a tentative meeting in February for

12 the next round of discussion. But, again, how this will

13 ultimately play out or will it fly, I have no idea.

14 MS. SALUS: Did you go the other way and ask the

15 JCAHO if they would recognize NRC licensure as evidence of

16 sufficient QA or accreditation --

17 MR. CAMPER: No. We did not.

18 MS. SALUS: That might be a valuable question.

19 There's certainly something to be said for minimizing *

20 redundancy, except when you're trying to identify patients,
.

21 but at the same token I'm not sure you're going to have the

22 mandatory regulator --

23 MR. CAMPER: My initial reaction to that, Betsy,

24 would be that it would not be appropriate to even ask thatj
q

25 question because our QA program, by no stretch of the

!
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|
1 imagination, is designed to accredit any medical 4

\ 2 institution, rurthermore, the scope of this OA program is
,

,

f3 very limiting. Again, it deals with the misadministrations.

4 So the question doesn't seem to fit.

.. 5 MR. ANDERSON: My only concern is what in the
}

#
| 6 world do they think they're going to get out of this.

7 They're not doing this just because. They're not nice guys.*

8 They expect to get something out of it. I suggest to you

9 that there's onmt?h concern in the medical community abouta

10 Part 35 that they were going to try to get around it one way

11 or the other, and maybe this is the other.

12 MR. CAMPER: I'm not prepared to discuss their

13 motive.-

14 MS. ALDRICH: I would have to say, though, that,

15 in all honesty, what I've seen from the Joint commission on

16 their QA requirements -- I'm more familiar with their
i

17 requirements in therapy -- is a fine set of requirements and*

18 cou*ia casily serve as -- would certainly be acceptable to me*

9 19 as a QA program for the facility.<

20 So I don't have any problem with tho' formats and
'4

21 the programs that they come up with. I guess the thing that

22 we're probably a little uncertain about is the follow-

23 through.

24 MR. CAMPER: Well, we appreciate your input on it.

I
25 It clearly is a difficult question. We are only exploring

. , _ . , _ . _ _ _ . _ . - _ _ . , _ - _ . _ _ _ . _ . . . _ _ _ . . . . . _ . _ _ . _ _ . _ _ . _ _ _ _ _ - . - . _ . - . -
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'4 the possibility,

i
2 MR. TELFORD: Let's adjourn the meeting until"

3 tomorrow at 8:00.

4 (Whereupon, the workshop was recessed, to,

5 reconvene the following day, December 19, 1990, at 8:00 .

'
6 a.m.)

7 .

8

9

10

11

12

13

14

15

16

17

18

19 *

20
=4

21

22

23

24

1

25
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MEDICAL USE DISTRlbuTION LIS'.

The NRC has proposed amendments to 10 CFR Part 35, " Medical Use of'
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necesserr for proper menatal cart The rantoachve source in a teletherapy February V 1r9 (64 FR h:4:1. the NRC

machine can be solusted to dtreet a sta ted.
NRC is aiso preposing certiiin
moci$ canons to the oefitunen of

rassuon beam to the part of the 1. %e NRC will continue to regulate

"misadm rustraton" and to the related panent a body in need of treatment. An the medicalusts of radioisotopes as

reporong and recorakrepme estimated 100.000 pauents receive riocessary to provide for the radiation
cobalt 60 teletherapy treatments each safety of woraers and the general pubhc.

requirements.
cart: Corn.ments trut be recen ed by year. bmeder sealed sources with less 2.The NRC will regulate the radiation

racioecuvity are designed to be safety of patients where tutuned by the
April 12.1990. Comments received af ter

g
this date will be considered if it is

implanted directly into a tumor area or nok to pauents and where voluntary

practicable to do so. but assurance of
appbed on the surf ace of an area to be standards. or comphance with these

consideration cannot be en er, escept Int treated. Dis procedure is known as standards. are macequate.

the comrnents reten ed by this date. brachytherapy. About 60.000 3.%e NRC will minimite intrusion
brachytherapy treatments are performed into medical judgments affectma

6 ADDRa at ta: Submit wntien comments "ChY'*h patients and into other areas
und suageshons to the $ccretary of the Seelef sources can also be used in tradthonally considered to be a part of
Commission. U S Nuclear Regulato*y
Co ntnission. Weshington. DC 00555. ^[[, 88"['uc

the precuee of me6 cine.** '"" "''
c, , , , , , De NRC has the authonty to regulate,

Attenuen Dockenng and Simee
of radieuon that is prot,ected through the medical use to protect the health andBra nch,

dj "Q**[gj"j(*j[ amfety of pauents, but also recogrusesCopies of the draf t regulatory analpis
that phystcians have the pnmary

und the comments received on this responsibihts for the protecuon of their
proposed rule may be esarrmed at th' eaausw ua. d W u man a u.
Cornmimon's Pubhc Docurnent Room at rut imeuww w A a wa.to e.e ow pauents. NRC regulabons are predicated

01:0 L. Street NW., law er in el. Imb(* d **d** * "=**r* "th e 4"* on the assumption that properly trained

Washington, DC. Single copies of the Q [*y'c","j Qd g '*j*,0 and adequately informed physicians will
maka decisions in the best toterest ofdraf t regulatory analysie are available p as w% a, m , w , m.

from Dr. Anthony N. Tae. Office of mmaw me a.ru seen. their pauents.

*The pen and ink channes correct typographical errors that occurred in nrinting.

- - - _ - _ ____________-___ __ _______
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NRC's ResponsiL;ies m Medurd Uw Aprheauen

ne NRC dra w s a ime between the * Md Wch were cresenbed but r.ot med
nomenciaturs, ind epaarbarrt vertfica eon.

unavoidable nals attendant to 11eventi and adequate trainma are essemial. )!
purposeful!>, presenbed er d preperly a incorrect arn wu insied 12 nents) lmpr sed t* stains of me6 cal
parlortned c,hnical procedurts and the * Psuent w u tmpmpeny identtried it evenij [)ersennel who handle and ademister
smacceptable nsks of treproper or e a,osahon emach on the sacLa wu ut . product snatenal can red"C' th'
carelen me6 cal use. The NRC is

incornetty.11 enni) potential for error. Training should
obliged. as part cfits pt,bbc besjth and * Co so a.ar,htte wu und mstud of a Lnaar claarly imprau on sach in&ndual

melers mrat eunt!
to estabbah and er.foru * I"' t*"' tt*' "** ****d N necil WoMd in madc4 use that clearsalety charte'at prclect the pubbt ginone th * P bent ett up was not in s.ioordance with communicabon of the ptsacnbed

' the trea tment pla ns (1 event) she6 cal snee and the sarplamentauon of

Reports of Derrty Afuod?:inistic!/or:.s A Smchythercry systemat c check.s to detect and prevent
errors early in the process are eenenttal

and Dicynestic Af!sodnitusc'UDorts Det Trutment Pug for the delhtry of quabty care. All
Rasulted a Doses m the Dtrcry AJrge 3 , ", W than W tr.formabon integral to the 6agneshe of

*
' " u

therspevne me6 cal ose, whether \The NRC hae tenewed M thera py
* Iirer wu made in don cakadaum (3 s cthe to the pact ce to the r+ne-

s{ould be can uDy nnewed Waruy,minedmmistrauon reports over the '""'81 -

ened November 1983 threugh Appbcadon
mber 1988. The followmg analysa aQbca bibty, and correctness. Each

of these events prendes the bas for e tarus with wmas scenuu wm keded
in appbcator. te wental d e ed o skdeternurang that a potentaal benebt can * Source feu out of appbeator.ft nental clanheabon if thne an any unclest mrtsult from t!as rulemakAng. The specic * 6 v'ce was treperty eested tn

causes of then thenpy appixstor (2 evsmt:1 nonroutme procedures or instruccons.

m sedmmistrsuonA lated m Table 1.are * incorrect aroos wm treeted inattenton to detaills often a
related to the specac trestruent e incorrect omsber of sources w(I wentisigmficant factor in m;sadministrationsere noeded
Inodably.NonethelanA there are three gt nenil he NRC reces uun that this problem is

1 d 1common problema rehte ec a'l of these * 14aking source * wen d. scoured (2 homputensed awents)
mandaanattsbent madaquate traitang. a on therapy

ndundane)yo detad. and lack of
C 76odiophorsammutal Themn treatment plannmg tuay reduce theinattention
* Wrong rsdiocharmacautsc.al wea number of mistakes in sealed source

e detrue tmd. 1 treatments. and " record and venty"Tshte 1-.amary hUsadm==ntretsor. * Dessee was no(3 ennt:t tasa yed. (4 events) systems thet check teletherapy unitEa,oned to NRC fran hovernmee teac
* pstient was improptify adactds1 O nact) onernabons and seturgrs may reduce theDorovsh Decemtant isaa * Ranse awitch for d e cal. bra 1or w se eet number of Rustakes in teletherapy

A. Teletherver admuustrebon. Bsi reen these eyatems ).'5
p e,cypnc.n * The dosege of the radiophstmsecuties) must slamateh rely on cruanbhes that

sent by the egrpplet wn h hee then the
dese was delnered from esch donare orc ertd. (1 eventi art inJbalh' tne trand. reconf ed and4* Total si

* The dosage was teravperty cakadatecL (1
entered by workers.

* Orn. and wwen r'escarbor, ,r, "'n'l latk of redtmdancy mar.no that there
dif'erent It es crii is no mdependent mechatuam for

* Boost cose of Mo reo/3 dev was From Nonmber 1980 throtrgh detect #3 errors, independent
mierpreted ae Oc rse per dn on toch of 3 December 19tA the NRC received 23
days rather than IM red pee coy. (1 evenil reports on disgueuc venbeauon regures axamination by a

e Preter body sice was not ciesta mdacated misedmmistranons meolving 1-131 that second indry) dual of each daturn emry,
O "'" Al led to doses in the therspy range. in whether a physical toessurament or a

Trestruent Pianrung these misadministrauens. patients were number copied from a table of values. as

* Tumor depth was incorrecoy e eas, ired (1
mistah erJy administered 1 to 20 well as a check of anthment operations

milLcunes of iodine-171 with a resulting for correctness Redirnhney requires

* Tumo)r depth was tecorrecdy recorced (tth>toid dose of a bout 1.000 to :0m0
that tw o separate eystems produce the

n er1

same result. For pu poses of plarmmg'"n ' t rada, Many of the misadminattanons
radabon therapy, the best method fore Dosimemst ned wrong cortputer prog s* demonstrated that the authonsed user the early detecuon of custakes may be a

p

failed to renew the medical history of'

* DosUnItre ubin for wror: unit =c e nedthe referred psbent to determme the simple andependant c.he:.k. Independent
12 n enal suitabibty of a partcular chnical venfication may aho need to be

* 1.rror wea made tri ccme calenlanors 13: procedure la many outsdemnistrations, incorporeled into proctoutes for
n enu)

* Incorrect formula used in corexter
the refernnit physmarL who is not a mese.ng ialues of recauon 8

program ~ ptaer ts s!!ecie:: O e eral nuclear rnedicme expert, and the nuclear paratneIers, tres tment planrung, and
Records medicme technologist, who is not a admmister#4 radation to pauents in

medical expert. determine which re d.abon therapy, for etatnple, an

* Anthinne mis:shes -m rtede ti enett radiopharmaccuucal thould be independent suitor can detect mistakes
in both procesa desy;n and process* poor t.anc=wns of cumerets c.nsed admittisiered. Furthermore, in some
applicat on as well as recommendmisunderstand.r3 is e ent) mis a dminis tra tions, technolog.s ta

* Dose calculanon res.At =ss trarisenbed unfam! hat with the cLrutal procedure where a change in the procena mightEnSor**ctly I; e enal
* Error mis made in a pnenes chart and the presenbed by the authonred user redact the chance of a future arror.

Dese oboen abons have lad the NRCchan =u noi cheesed (i e,ertl mistakenly adtrdnistered a dossge that
to some general conc}uaaona regard.ngPt ysical menutemeris was not talandad 11 is appararA

* Wedge factors wm icuwed therefore, tha t whenever qualdy a asuranca. M1 medical une )i
tneornetly-u unena erfecad o evenil rodsopharmaceuticals capable of should be plannad with tbs raahaabon

thtt tatviduals may make mistakas.p oduems therapy doses are used. clear
bome s.mple sida may trWe usag

I

|
|
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ablu and grepbe ht are dearir titled an adequate vehide to enture ht tha the 198? pmposed rule, ney stated that

and easy to read and usms a wntten NRC obpectys of reducm3 unnecesury a performance 4ssed rule should be

presenpecm NRC inepecuans have e mposure frem byproduct ins tanal w tu promulssted. rethce than o ptroenptn e
revealed bl about ten percent of be met. Conugorntly, the NRC is rule. They also suggested that a pilot

taletharopy unit cabbrsuona and considertng ttus rulamaktns. prog'em would be useful for detenmnmg
whether the propond Q A steps wouldpenodic spot cheds are meernplete. g,,73,g g.g79 interfere mth clmical practice.Checkhsto cald be used to assure

completanets, nie la not the first tune the NRC has Furthermore, they stated that. under the
Indepe ndent v enficauon could be examined the cantier of Q A in me& cal eustmg NRC regulebon. the defminen

nade an integ'al part of b design of use. In 19's b NRC inued scime Q A of the term "mlaadaumetret on"is
j the tnatment process to detect enors. requirements for teletharspy (see +4 FR undrar and that the trtated reportmg

j
'

Some axamplaa are: all entnes and int. pubhahed janna y 8.11rs).nis requirements we confustng.
calculauora in a trestme tt plan could rulemaking was prverpitated by errore Subsequent y, ee NRC decidad to-
be checked by an in6vidual who 6d not committed by a teletharepy Lansee denicip a perfomance-band rule and a
develop the trtatment plan. each which ulumstaly affectad a very large regdeory guide and as a part d the
pebent a chart could be teviewed number of pabanta.ne output of a same rdemaking, to nnew th term-

weekly to check for ac. cumulated dose teletherapy urut was incorrectly *misedmirustrouon" Its scope and
and implementauon of presenpbon calculated and the bcensee made no reisted nporta nwres.In N'. ''
changes. and the telethe.tspy unit output physical messurements to determine ed6 tion, the NkC also deciddia
could be checked peno6 cab whether the calculetion was coneet* conduct a pilot progyte'determms the
Furthertnote the complete te the.repy These errors resulted in cobalt.eo impact and edinamenef 6f the proposed
preceso incJudmg physical telethars py batng incorrectly ba nc Q A preg'ssn etd peceedures
measurements. could be e namined tn admirustered to 400 pebants. The 19"9 developed by hcansees based on the
detail occanonally by an expart in order rule eddressed the circumstances &ah n ule @
to identify systematic mistakes and surroundmg that event but 6d not On f ovem r 7.19ae. the NRC bend a
tnane systern it.:provernents, entically esamine the antire radiauon public meenns of the QA Subcommittee

A Q A proran that requires a therapy process. gg 3g g
phyttcal meesurement of the dose or MPO W h@ hl I d a mM

I fatient Pubbshed m Jste? perfortnance be sed rula, ternistory

would prtmde aseurance that the On October 2.1967, the NRC Futde, and pilot pect'am. On f annary 30ster d to the n
and 31.1989, the NRC etaff held a pubhc

edministered dose is the eame as the pubhehed a proposed rule ($2 TR 3o042) workshop to discusa drafts of a remed
presenbed dose. Such measurements are that would tequire its me6 cal use basic Q A rule and a regulatory guide.

,

currently required (10 CTR 35 53) for licensees to trnplement some specific Medical use hcans personnel
to diopharm a ceutical thera py. using basic Q A praetees to reduce the npnaentmp dttf ennt d.sciplines (e p.,number of misadministrebons invohing
photon emitting redionucJtdes, and
occasionally are done for some the use of byproduct matenalin pDysiciana, pbyrictsta, and

teletherapy cases, but because of radiation therspy and the use of technologists) were mrtted to

e spense er 'he unas ailabihty of radioacta e iodme m dispnostic participate in a round table 6scueston
with the NRC etaff. On March 3.19no the

equipment these messurements are not procedures his proposed rulemaking
cornmonplace in sealed sourte therapy, was based on an analyste of NRC staff also toet with the Amencan

misedministreuens reported to the NRC College of Radiolcry ( ACR) to 6scuss
the NRC e drah repJa tory rmde and the%,oluntcry /nmouves by its medical use licensees concerning ACR e draft QA prof'am.ne ACR e

The NRCis awere of voluntary errors in administenne byprodnet
initia tn es to improve quality assurance. matenal.De result of the analysis draft Q A program to a comprehensive

A notable etaropie is the "Pattems of indicated that most of the events
model Q A propam that te designed to

Care" stuctv mac. aged by the Amentan ongmated in mistakes made by be readily adopted. in whole or in part.

Collere of Radiolory ln addauon to individuale Pubhc comments recehed by ACR membe+s.

companns presenpnons and sumval en the proposed rule indica ted that, The NRC staff has used the

teles for certatn &seases at renous shhough these proposed Q A practices informatico provided in these meetingeg

therapy facabbes across the nauert might reduce the number of such errers, in developmg the perfortnance based

methods of calci.laung and meastertng the imposiuon of the presenptive Q A requtrements and new reportmg and

apphed dose rates are etanuned for directions given m the IBM proposed recordkeepmg requirements These

,4 accura cy. Such an esamtna uon can rule nught tnterfere with the practice of accons are combined in a emple

detect whatever procedural flaws inay m+dicine because the proposed rule did proposed rule that is being pubhshed for

be present as well as deter nme the not afford sufficient flestb.hty for pubhc comment. A draft reirulatory

precision and accuracy of day today chntcal precuce, guide containmg general ruidance for

service. Furthermore the Arnencan in a pubbe meeung held on january bcensees to develop a QA pror'am that

College of Recbology is currendy 2es IDE mernbers of the Admory would be seceptable to the NRC staff for

developmg a comprehensive Quebry Committee on the Medical Uses of eneetmp the per1ormance based Q A rule

Assurance ProFram for volurglary use isotopes ( AChM), en admory body is also being pubbshed for pubhc

in radia non oncology. estabhahed for adming the NRC staff, comment.
The NRC encourages imtiatnes by the also suggested the t the 1967 proposed The proposed amendment for a besic

industry to deselop consensus ewndards rule did not provide sufhcient flexibihty Q A propam is designed to complement

and will consider endorsement of them for chnical practice. other Q A requtrements contained

in its regulatory guidance et an On Apnl 7,19m members of the throughout 10 CFR part 33 Examples of

appropnate time However, because of medical communith includmg several the exioung Q A requirementa mejude' to

the lad nf enforceabibly, vohmtery members of ths ACMUL bneled the CTR 3530. "possesnon. Use.

prograrne alone are not considered to be Cornmission on their concerns regarding Cahbrauen, and Ched of Does

- ---- _ _ - - _ - _ - - _ - _ _ _ -_ _ . __ --. - . _ _-
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Calibrators": 10 CFR 35.51. "Cabbrabon proper use of the term
without properly recordmg the ra6s uonand Check of Survey Instruments"; to

*mtaadmtrJstrauon." Should the term dos or raio pharmaceuucaldosage )~CTR 33.t43. " full Cabbrauen miudministrauen be reserved f.,r the
edmitustered (in i 3543(a)(3)) The NRCMeasurements": and 10 CTR 35434. most senous events that would include beheves that pnot to & agnostic"Peno6c Spot Checks." overexposures resulung in death, administrauona act involving I,115 or I-

N.Discunion o/hoposed Aegu!ctory senous injury, or occurrences usulting 131. there must be a presenpuon or a7,y in receipt of substanually more then the diagnosuc referralexcept under
presenbed dose (i.e perhaps double the emergent situahons, pnor to dagnosucSection MJ Definitions
prescribed dote for a therapy procedure, admmistrabon intohug 1-135 or 1-131.

De NRC is proposing to clanfy the or a dose in the therapy nnge for a there must always be a presenpuon. neterm "misadmmistration" and to add the disposuc procedure)? How should presenpuen or the diagnostic referralis
foDowing terms: " basic quality * events" be distmgulehed from

needed to communicate the instructionsassurance.""chnical procedures in!sadministretions"f Should the from the presenbing physiciam to the
manual." *diagnosue event." *6eposue division of occurrences into " events" or in6vidual administenng the dose orreferral.""presenbed donge. ~ "misadnunistrauons" be done dosage. Also, after the administrauon. a
"presenbed dosePprestnpuon." and diffenndy from thou proposed in record snust be made to in6cate the" therapy event.a ll 35.33 and 35347

ne NRC is prcposing to mo6fy the administered dose or dosage. lf these
,

defmiten of "misa6nmistreuen" in the Section,ts.z Records andReports of neo@ an not propply completed
Diagnostic Erents or IMU**UNMNngulatiou by defining
Alisodministections Safny OfLcu prompdy inusugate the i

"misadmmistrobon" as those cause so that scuona can be taken to
;

i

occurrences specified in proposed De NRCis proposing to replace the correct the deficiency in the QA
l| 35.33(b) or 35341b). The Commission nisting to CFR 35.33. " Records and program.
bebeve that a trusadministraDonis nports of misadministretions." with two

Paragrsphs 35.33(c) through (e) specify
j

In&cauve ofinadequate quality secuens: one for disposuc events or
the acuens that a beensee would be I

:

tuurance on the part of the beensee. misedministrations and the other for required to take after the discovery of a !cad as such. ad6bonal reculeto*v therapy events et misedmitustrations diagnostic event or misadmitustration.
attention. includmg special mape'cuens, (li 35.33 and 3544 respecuvely). Dus. Parapsph 35.33(c) requiree an

i
'

ad6tional analysis and evaluadon, or dependmg ca whether a diagnosue or
cther NRC acuen. may be apprepnate. therapy medcal use is involved. investigauon by the Radiation Safety

Of$cer. Parapsph 3543(d) specifies theAll of the 6aposue or therapy licensers would be able to refer to one etrcumstances under which reportmg ofoccurrences currendy dermed e, section of the regulauons in order to &agnosuc events or snisadministrauons
misadministracons are retamed in the determine whether an error in med, cal would be necessary. Parepsph 35.33(e) )proposed amendment except a separate use consututes a misadmirdstration, a spectnet the recordkeepmg i~
reportma threshold has been estabbshed dispostic event. or a therapy event. and requirements. Although thef:r brachytherapy. ht2sademistrabons to determine the related recordkeeptng
will be spectfied under separate secuens and reporting requirements. In the requtremeres in these parapsphs are

essenually the same as the requirements
relstmg to either diagnosue or therapy nisting regulations. it is necessary to in the eosting 10 CFR 35.33(c) and (d).
medical use. In ad6uon. an error in refer to one secuon (10 CFR 354) to there are cenam changes, as discunedteletherapy fractional dose and me6 cal determine what consututes a below. Parapsph 3543(f) tematns
use involymg the wrong target organ or misadministration and to another unchanged.
site will spectfically be boted as secuon (to CFR 35.33) for the apphcable in proposed i 3533(d), a requirementmisadminatrauons. recordkeeping and reportmg is added for the bcensee to noufy theThe proposed amendment also adds requirements. 1

patient if the diagnosuc event or
!the terms "&agnosuc event" and Paragraphs 3543(a) and

" therapy event" to include the events the types of &agnosuc even(b) set forthmisadministrauon bas the potential to
;ts or cause senous harm to the patent. This
ispecified in proposed || 35.33(a) or mis e dminis tts tions respe cuvely, for change is being acade to make proposed3544(a) for which a record or report is which a record and, under certain 4 35.33(d) conststent with the patentrequired. Dese eventa essentially circumstances a report would be nouficaton provtsions in the currentinvolve. for example, devtauens from required, pursuant to I| 35.33(c) and (d). regulations in 10 CFR 35.33f al and ,

the procedures in the licensee a basic The types of 6agnosuc proposed I 35.34(d).The NRC behesesQA propam. The proposed amendment misadmitustrauons in propond that if a diagnosuc event orthus distinguishes between i 35.33(b) are enenually the same as misadministration is senous enough tomisadmitustret ons. w hich invoh e the diagnosuc misadministrauons lead to a dose in the therapy range. then d'
i

certain errors m the admitustret on of currently specified in the defirduon of notice to the patient is also warranted,byproduct matenal(or the radiation "misadmitustration" la eusting 10 CFR unless circumstances make noufytng thetherefrom), and other es ents that 354. In proposed 13543(a) three
essentially involve deviations from dispostic events would be added. ne peuent inappropnete. Another change in

135.33(d)is that provtsions have beenprocedures m the admmistrauen of the first additional event. set forth in added desenbing the informaton thatbyproduct matenal. I 35.33(a)(1), la designed to identify t,ny abould be set forth in the wntten report.
| The other six terms. " basic quahty disposuc medical use not authonzed in comparabie to existing to CR 35.33(b); assurance." * clinical procedures the bcense.The other two editional and proposed i 35.34(e) A minor change
i manual.""6agnosue referral." events are desiped to idecufy rneical is that the reference to NRC. Form a?3 in; "presenbed dosage / "presenbed dose / use without a presenption er a asisting to CFR 3533(c) has beenand "preecnpuen." are proposed to 6agnosuc referral 8 (in i 35.33(a)(2)) or deleted from proposed 133.33(d) since ichnfy the regulatory requirements.

that form will probably be either /'The Commazion would especially e n. i , n.c,,,w .w .%, superseded or updated to be consistentpprectate pubhc comment on the ,Wmer m stew in use prope.w I au with the other snodtficabons in the rule.

. _ . - - - --- . ,
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in propend i 35.33(e), provisions aludtrdnistrabons (il $$M(b)(3) and different from th pmeribed dose s e
7

have been added requinns that the (bits)) are intended to clanfy existing to mult of erron made in the source
licenne retaln. in an evitable form. CTR 351 Parepspb (6), which sietes cabbretion, the tune of exposure,s

records of presenttions, diagnosuc that the definluon of a tmetment pometry, or other errors,
referrals, and d;agnoste chnical "sludministretion" includes "a therary Neither the current requirement not the

procedum for three years.nese radiation dose from a sealed source proposed requirernent are intended to

records may be pit of meic.al records sue.h that errors in the 6ource ' preclude a prescribing physiciar, from
currently kept by the me6tal use cabbrattor. tune of exposure, and properly changing the presenpuen tf.

Licensees.These records are nece stry treatment pometry result in a l>ased on medeal fudgment, such

to facilitate the inspecton procoa. calculated total treetment dose differing changes would benefit the patient. For
from de nat%senbed tota! treatment the purpou of the reporting

Section JJ.H Rteonis. Aeporta. 'd done by more 1,han 10 percent * This coqutament, such a c.hange will make

>J Notibrotions of Theropy Lents or definibon tmphs that the total tmatrqent the moet recent preecn bon the
Misociniectwr.s dose appbes tb a combined dose esefrem pmcrtpton of record t at supersedes,

ne hTiC la proposing to edd i 35M teletherapy trtstment and the anginal pmenption. For axample, a
that spectfies reporting and brachythuspy treatment if both pmenbtng physician tnight presenbe a
recordkeeptng requtrements for therapy modauties were administered to the certain fractional dose for the first few+
events or inisadministreuert Parspaph same patient.1n the propoud trea tment fra ctions and la tet, depending

35.34(s) lists five proposed therapy amentnent, taletherspy evente and ce the reaction of the patent, might
events for whic.h recortis and a report to brechytherapy events are specified make a new pmenpuon for e different
the bcensee management would be separately, and entens for frecuonal dose for the remaining fractions.
required. and under cenem doses for teletherapy trestment fractions However, assume that a physician
circurestances, a telephone neuficauon are provided. pmenbes a frecuenal dose of 200 reds,
and a wntten report to the h1C would Furthermore, on its fees, the langua ge and the licensee discovers after the fifth
also be required. Perspath 35.34(b) hets in the ex.isting definition addresses only fractional dose is given that, due to an
therapy misadntrustrouons for w hich errors in total treatment done and does error, the administered frscuonal dose
notificauon r,! bcensee inanerement and not explicitly address errors in was 150 rads for each of the five
a telephone nouficaton and wntten fractional dous that may have occurred fractions. Because the error in dose
report to the h7C would clways be artna any one of many teletherapy exceeded 20 percent of the presenbed
required. The therspy at: net.t fraccons. Tha definition fractional dose, regartets of whetbn a
misedrinatrations hated in i 35M(b) uns cor. fusion about whether certain new presenpuon is wntten by the
include the types of therapy events should be reponed (e g..if there authented user for subsecuent
misaWnittstreuots currently spec!Ced is a signiCeant error in a fractional dose fraccons, the Ra&suon Safety Officer
under the definiucn of but the adnitustered total dose is sttil woult! be required to investgete the
"misohntnistrat on"in exJstir.310 CTR within 10 percent of the pmenbed total cause of the error, make e record for
351 as well as muedrtinistrauens dose). h'RC review, retain the record as
relate d to telethers py fractional doses The preposed moddications relating directed in i 35.34(f) and notify licentee
and to brachytherapy. to a teletherapy event (l 35 34(e)(3)) and maeagement to take corteente actien.

.hree therapy events (ll 35 34(a)(1). a teletherapy misedministration IC 0 ) \*,'[,Ph) , gg)"[g{'.,['s)3) and (6h4)) toe setist to those [l 35.34(t)|3)) are designed to idently gg g,
pretteusly d:scussed under preposed any one of the following types of de scope M ll 35MW). 2)M nd
l 35.33 t.it app!y to therapeutic. f ather overdote or underdose therapy es ents: (b)(3){til) ne presenbed total dose fer a
than 6sgnesta, medical use. Paragraph for any tnetment fracuen, the paunt is SD00 rads to be given in 25
35 341s)|1) prevides that a therapy event a&ninistered fracuenal dose differs daily fractons of 200 reds per fraction,
includes a therapeutic medical use in from the prestnbed frajictonal dort by if, as a muh of an uter. 2e paunt is
which there was not beth e presenttion more than 2(percent of the presenbed ginn tus than W nds or mon than
and a pner review of the patent's case frecuenal done (( 35.34(s)(3J) but less 240 rsde (but less than the percentage of
ty an authonzcd user or a physician than the percentage of fractional dose frecuenal dou ut forth inunder the superson of an authonzed ut forth in i 33Mlb)|3)(ll): the total

i
user. Becaun e large todistion dose is administered dose differs from the total

l 35M(b)(3)(U)) fx any one fruuer.
such an event would connutute a

belies es that both a presenpuen and a(Q presenbed dcse by men than 10 percentinvok ed in thetspy cans, the hTC therapy event under proposed
Lef the wacnbed total dose l 35 mis)(3).Under preposed 5 35.34h),

pner rcview cf each pot ett: esse are (l 35.3 tith)), for any treatment fraction, ce Rabation Safety Offi:er would ba
necesyv beferc the byproduct matanal the adannatered inctatal dose as

# is a drr.:n.rterd. pester than twice or less than one. half required to invesugets the event and to

An ad$tional therapy event the presenbed fractonal dose Mport such an event to beenne

(l) 35 34'el;3))is related to teletherapy (l 35M(b)(3)(ll)); of for the fractions management, but not to the h*RC. the

fractional doses and is intended to alert administered to date, the sum of the referrtng physician. or ice pa tient

the Racabon Safety Officer and the s&ninistered frecuonal doses differs
becaun subuquent fractional dous

licensee management of minor from the rum of the presenbed could be adjusted to compensate for the
error.deviations from procedures in the basic fractional doses by more than 10 percent

QA pregam so that actions can be of tbs prescnbed total dose.1.a the Under i ss.S4(b)(3)(lf), ur to4t the same

taken to correct deficiencies in the QA presenbed, dose for all fractions, not just stample given above,if the
for the fraattions administered to date administered dou for py !!setion is

propa m. teore than 400 rods (g*ve ter than twiceThe first two therapy (l 35M(b)(3)(lli)). or less
misadministrations (ll 35.34(b)(1) and it must be etaphasized bere that the the presenbed fractonal don)lf of the
(b)(21) are the same types of purpose of || 35,34(s)(3) and (b)(3) to to than 100 rods (less than one ha
smsedministrabons specified in existing identify thenry events in which the preacnbed fraeuonal dose), the licenwe

10 CTR 351 The following therspy administered dose is signi$cantly would be required to report to h*RC and

1
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others as tewrtd t.r.de.t proposed shaps of the tumor until the pet. ant la m responsble relauve fur gserian) ht al 35.344 d). the operahng room. Durma the implent
record of the treetmaat wdl be asadatJe bParagraph 15.34(b)(3)(iii) addsesses a operaban, the physictan may not be able if regnated.ther

cunde y sn.nistuatrabon Lawakar.g to implant the sesled sources at the
Durtng the QA Gebcamentatu amennga un arrces as frat.honal kna for precae le plarmed.Nreform, the

beld on NovemberF.weA su atsasacteeseveral tres tmsnt itactaosa. Unica the NRC behaves that a crtlanao of a 20 from the mechcal comrrmanygeerooeiedname esainple gt)en above, d n percent 6fferenta between the the apprepnatenaan af the doorfraet ons t.ats alread) bean prescnbed treatmant pareanetece end entenon, which to based on e
admirdatcrsi and the EinwMared dona the sinittinfered troeunant parametern percentage of the prescribed bial dase,for wch inction is fo6md spon rechack

(rather than to pecer.tl La appropnata for for detenmma:s whethee a thers py
to have be eri 240 rada tr. stand cJ tha brachytberoppThisW 3 evant must be reported to the b:EC Asptsacnbad fractional dou of 3:ntada requtternent is not intended to produda an alternauva.the attendee ausgestedthe sum of the preactibed tracuonaJ . a physicianinun properly apdaung the the use of a resetton tolerance dose fardoses is sa rsde and the sum af the presenttion after tba tanplans to reBact each specific orstn as a criterion foramm. tend frecuonal dosas 66 3440 the actuallosdme(if the sealed monata detenmmna mtether so event must betsda.m if erence ta to rm:a trbd or from property changtag the reported. The atteedee sta ted thet suicecaceeds 600 rsda (10 percant af tha tasal presenptson sf. bened on the etedical

the tolerance skw to selecard se the
*

pruertbad due). W neat would
judgment of the perysr.Laa.ameh changes dose ki arght osuae deweye te enconsutute a therapy trussdairustrauen wouJd bene 6t the petarnt. organ nos in the treatment eceurne. anyunder i 35.34Ib)(3)(ui) and would be Paroqaco

reported to f6.C. tbs refernas phynchan. the er pha 3L34(c) tturagh (e) specify dose in easeos of the tolerecer due
that a hcensee emuld be should be reported.

end the patsant (after confe:nst wah the tecnured to tala a frer the cesumrner of
The NRC staff has ecnetdered th:sestarnng pbyscan). Contmums tha a therapy event or mieadmimetrehon. com nent. However, a enterrmt be eed enname axunpie.af for 6 fra:.uses the Wee passerspha are comparsble to a percentere of the presenbed tesi deseinividal a dminatered desta vaned preposed il 33.32(c) throuan (e) for bee been retained foethe followegabout 200 rada Le. 2 0,130. :.1195 dialmoanc eveme or nneedmtrus tre nons. responr i

r15. and us, the sum of 9 e The requtrernems in these parignphs i
admina tered fractional dosu would be are evbetuntially the same as the (1) The NRC*a purpose m regartng '

.

reportmg errers La toedical csa a to1.200 rada. m bich w ould equal the sA.m requirements curtemly epecified tn idenufy their erveer fn order to convetaf the pte enbed fracuocaidasta.Tha e uitmp 10 CTR 35.33 a). (b). and (d). In them and prevent their recurrenes. Tta iwould not be a therapy | 33.34(f). provisione ha ve been added NRC can expedite this by nottfring other '
misedmmatrabon under reqmnne that the licensee retain. in an bcensees d there is a possibibry that| 33.34(b)t3)(w). In fact. any auditable form. records of presenptions theycould make the sama errors. h |'
cornbinsuon of such senau w auns a for three yes e Wee records may be Reportmg is designed to idectly everesriot reportabla d the critena of part of medical records currently kept that could have genene signiCcance f.il 35.34f all3) and (b)(3) are not by the med caluse bcensees par Freph toedical use bcensees and toinicatec.acredei 35 34)is the same es the costmg 10 whether a licerate has QA problems.-With respect to brachytherapy,if a CFR 35.33f t) The typea of events that must besealed source is leai.mp or Acan dur.cs Proposed i 35Mdl retems the reperted may ind cate a brukdown tnI the patient s tren'enect. 4 ut.cna base equrrement to notify the patient or the the Lcensee s Q A program. Although al ansen whetner this constitiates a pauent s responsibie relante (or difference of 10 percent or rnere"miaadtr.tnatration" undar unung ID guarman) whrn a misadmm:straton between the administered total dose

CR 35.:. To clarify the reportmg y ins ohmg a therapy proce&:re occurs and the prescnbed total dose forrequirement. L 35.34;b)(4) a bems
proposed to make at enbc.! that th(r3 The Cetmmsiron connnues to beheve teletherapy may not nectssan!y inicate

that potrents hats a right to know when harm to the patent.11 azteeds thedeficutton of a therspy%is r.uutuan they have been mvolved in a senous normal unce.rtainbes of the tr Atmentincludes all cases to whir.h a wurce ta misedt tnistration. urJess this plann.ng and dehvery system.U the'

leaking durtng treaunect. regardleas of infonnation would be harmful to them. cause of the event is not detemuned andthe cause, or tn wha .h a source u lost See "Misadmtmstratton Reporung corrected, similar arters may occur tn )durtng treatment. or miatakerJy is not Requirements.* 45 G J1?UI NC:(May the future tha.1 could harm pAhents,removed fro = *.he ps'. ant upon 14,1980). This is an important Decause the uncertaittues to enostcompieuen of the tre.atme.nt Of course, teo'itreme.nt which is parabel to other teletherapy ademtrattana are 2 to 3for purposes cf tha regulsbor. sealed NRC requirements 61 bcensees report percent. the staf! bahevas the critenonsourcu that are permananth tmp' anted to an individual certain raiation of a 10 percent difference wouid avoid *
cre not cormdered to be * lost? exposure data pertaining to that identifytag avants thal are part of theAlso resarding brechytherapy, the indmdual. Furthermore. Tedarsi normal uneartainties of the tresuneetintent of L 35.34tb)(5) is to idettufy legislation. such as the Prhwy Act of planrung and dabvery aystam.signthcant mistaku that are made 19'4. recognizes the right olin6viduals (2) ne tolersocs dose syNera may bedunng treatment planning or esectriion to learn infortna t%n about themaahes unwieldy, il this approash were
so that these matakes may be prever. tad which is contrhed in the records of adopted. a tabla of the ranges of
in the future The sealed sources for institutions be th Leside and outaida of acceptable cbaas for each organ woniidbtschytherary are implar. tad tuide the the Fedetal n stor. Tta NRC encouragu need to be != Mad. Howevar. these
tinue or placed in close conta:.t with tha the authorized au or a physician under would be many exceptions to tne -

tumor. N dose diatnbution changes the supervaion on the authortzad unes. pubhshed dose ranesolar a vanety el
algnificAntly with even a few mdh:r.nlers upon obtatning the panant's consanttor evatona The amount of haampamco 6o ),

3

chan6a tn distance frorn the sourc4. In before adammster the redisuon dependa as the spectfac organ.many Instances the physcan e.ay not raiopha= ~oH~ os rain f us, so the abana reas. treesme sham achesnake, the
be abla tc dets:::.ie tha tract saa and advin the re or the palmar.a voluma espoe.d.emygas eryper*rstten

;
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the cryan. beterogeneity of dosa, the would substantially meet the to conduct adsquata audits of a QA

panent's age, adiuvant therapy gentuc requirements of proposed i 35.35. progtsm or take prompt corrective ,

'

makeup, and other met cal condiuons. Medical un Licensees will be expected actions for deficiencies tdanttfled

When all then factors are taken into to un the guidance in the regulatory through such a udita, failure to follow
account. there is atdl a large uncertataty guide as they develop a program spectfic procedures of a Q A program that results I

in what is cunendy known about for their chrucal situe uon. Howes er. a in therapy misadmirustrouons, failure to
individual organ tolerances. In some beensee may propose a basic (j A follow Q A program proceduru that
c.ases, based on a physician's medical program based on other sourcatof g,sulta in a s.umbat of diagnostic

judgtnent. exceedtr4 the accepted guidance; the NRC staff would twiew gatudministraunne over the inspecuen .

tolerance dess to normal ttnues or then propond Q A programs on a case- penod. or a recunent etolation from the
L organs not in the treatment volume may by.can bms. previous inspecuan penod that results

be appropnate tf the tteed eatets to Under the 1987 proposed rulemaking. to e diagnostic miaadministrauoru and

provide defit.it!ve treatment to a cancet spectfic QA proce.'ures would have fallun to make a report as required by

I
that threatens the pabent's lif a. that been appbed only to radiation therapy proposed i 35.H(d) or (e) at Severity
causes unendurable patn. or that causes and to chsgnosuc procedures invohtng Laval IV. failure to follow procedures of
unacceptable lose of nortnalltfe radios cuve lodine. However, under this a Q A program not amount to Seventy

broad perfonnance-band amendroent, g,nll.11. or M. oc other eto suoncapactues.
in sum: nary, the NRC bebeves that the the Q A program will cover all diagnostic resulting in a diagnoeue I

' propond modtfications in reporting and and therapeuuc procedures because a snisadministreuon. and failure to make a,

recordh eeping requirements would beensee has the responstbLlity to report as required by propond
continue to address the purpose of the administer the presenbed dose or 155.33(d)'
runent regulauens and to provide the donere to the correct pabent to the

twund manner presenbed. The NRC recognites VI.1:nplementation plan and Agmement
NRC with information that me{eto assess the effectiveness of t.. that implementation of a basic QA 6 tate Compatththty

bcensee a basic QA program, program to more likely to have the %e NRCis proposing the effective
.

desired effect if it establishes a date of the amendment to be sta monthSrchon # J3 lusic Quchtr Aa8urox' consistent perfonnance requirement for aber the pubbcauon data of the finalN #" the orgentasuon and all personnel amnidment in the Federal Restater. On
in 198?, the NRC publ;shed for pubhc involved in the medical un. NRC would or before the effective date, all medical

comment a proposed amendment to to appreciate comruent on whether un beennu must han thur bute QA
CTR pert 3515: TR 30NL October L exemptions to the propond Q A pnoams developed and imple:nented.
13S?) The proposed amendment requirements abould be granted to and submit to the NRC e wntten

( prestnbed certain Q A procadures that toedical use hcensees who only perfortu certification that the QA pn psm hos
t) e NRC behes ed should be diagnosue procedures and do not 1+cn implemented As p?rt of NftC's
inco*porated into each heensee's possese 1 1:5 or I-131 inspecti;n program. NRC contract
medical program to prevent the most L. Enforcemnt inspectors will determine whether the
cornmon enore in tnedical use ins ohtng
therapy and todine. These QA in addition to amending the Q A program has been fully

procedures w ere based on a review of reguistions to requtre medical use !mplemented. An appbcabop for a ww

QA pubhcations and case repor:s of the bctnsees to estabhsh a wntten basic medical use license or renewal

incidents Mara commenters sta'ed that QA prortam covenna both diagnostic submitted to the NRC will have to

certain requirements tn the 1987 and d.erspeuuc procedures arid include a wntten basic QA program as

pacposed amendment maht be clanlying modifytng. and strengtherung part of the hcenn opphcation. Medical
use beensees will be subject to the

d aruptis e uneconomital. or difficuh to the misedmitustration reportmg
enmply with because of factors such as requirements, the Commission tntends revtud reporung and recordkeeping

ratient comphance. statlable statf of to modify the NRC Enforcement pohcv secuons of the amendment on the

rnedica! rare considerauons They in 10 CFR part 2 in contuncuan with the effectJte date,

recemmended that. matead of final rutomak.ing The Commission wiewe Decaun the proposed amendment has

presenptwe tsquirements. a the occurrence of misedministrations niety significance for the Agreement
4 perfonnance-based amendment should and other reportable events as evidence State bcensees as well as the NRC

be promul:sted and that the details of of inadequate quality assurance in the bcensees. it will be a matter of'

the basic Q A procedures should be leit medical we of byproduct matenal and compstabihty for the Agreement States

to the 1.censees U.ay suDitet the bcensee to enforcement
VII. Administrative Statsmants

i 4 The NRC hn adepted this accon. The enforcement policy will be

! recornmendation in this p*oposed modified by arnending current esamples Tmdits o/No Signihcant Envimamentt;/

| amendment. The NRC would require deahng with misadministrations and gogg. A rodobihty

| L.ial a medical use hcer.no establish a adding spectf.c enemples of violations
' *eitten bmc Q \ pregram to pres ent of the Commissien's QA requtternents to ne Commission has determined

detect, and cenect the cause of errors in Supplement VI of Appendix C to to Cm under the Nabonal Environmental pohc y
,

Act of 1904, as amended. and the
|

pedical use, part1
A draf t regulatory ruide has also been Sue.h examples would include: At Commission'a regulations in subpart A

prepared by the NRC staff.The Seventy 14 val l. f ailure to follow of to CFR part $1. that this amendment.
I

i

regulatori Fuide provides ruidance for procedures in a QA pregram that resulta if adopted. would not be a major rederal
! bcensees to desciop a basic Q A in a death or senous tnlury to a patient; action significandy affecung the quahty |

program that would be acceptable to the al Seventy level 11. f ailure to follow
of the human anytronment and |

NRC staff for meeting the perfonnance- procedures in a Q A program that resulta therefore an environmentalimpact j

bued amendment (the proposed in substantial overexposure to the statement is not required. Tbs proposed '

l 35.35) Many bcennu may apeehase patient; at Seserity tant III. fa!!ure to amendment would require NRC medical i

tmplemented a basic Q A prog m that estaldish a wntten Q A pmgram, f ailure noe beennes to estabbah a wntten

alfCa

... . . .. . . _ _ .-
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bic QA pregmm to pu dE.
Informa tion Reeources W.m.nent.sed etarrect the escae af ermes in U.S. Nucleue Regsfetary Cosumwton, propoemg to motbJr the seperting end )ImedW eme. The proposed QA
Wethmeton. DC 20655. and to 6 recordkeeping regsa,.neete pe h tmg to

requwmente and a nrulakry goda Paperwek RHlueton Prerect (m50 - such me&eal car. De Ceaunseeren |
beet ben deve4oped to 6acinde

ce10h OfDee of Manaaeerent and bebevn thei moet Arceweu ewmrtly
pepersh accepted pood proctkaa in Budret. Wethington. DC E663. ha ve a que b ry s eesrattee progreur the e to
besac med: cal quahry assurance and designed to prevent erwrein macheal
tadude spectf4 a.asearn tr. tended to 9 un Furthermore.allarecbealvar

beerrores are twmide subteetprevest srmy of % kinda eJ hsman The Connussion hee prepared a drafi eajstag repornng andeto theerror observed and nported to the NRC regula tory analysis for the prvposed epc g
i over a mm.har af yeart. Based oc amendment. De anslysie esumnn the teamremems wtuch, exceptforcertem

Anatyner,of asperted therapy benen to and Impects cot.sidered by th* clardreauona.arenote deser4
maadm.ma:ts cons the reemscri NRC. The draft reguissory analpia 66 ddlerent frotn the propowd repernr:g
expects that the proposed requsrernects available forinspecton s.t the NRC and recocdlreptmr requ.remems,
wd1 preende steutunct that the sdery of Pubbe Document Room atit:0LStavet nerefore, there dould am br a
penente macneed m mecucal nea wdl be hW lowerLevel. Weahmeten. DC. Ogmficant eennede eset oc See
enhanced by reductr.g the fregoe.ncy of Single copies are s ealleble from Dr. T" small entities (See the Regulatory,

; certam types of wmeshens.ne (see Aoomusas headmgL Andysis for & antic patad econome
NEC La alas pro;xaca to mocufy the The Comunisoon requesto public impact of this regulation on bcensees !
reportmg and recordheeping cocunents on the dtstt regulatory nere h a potenul ht 6
requirements for tee 6 cal un. analysis. Comments are specificeDy patent protecuan wiu ontweighmthe

The propond amendments. d adopted te uested on (s) rectors affecung the economic impaet ior tnedical use
beqance between benefits to pecantsbcennes, including the amau anutyby the NRC and implemented by,

beennes. would Mely tuult in frwer from lower retee of human errves and beenno. %nr. bcnn hre m
,

| errors in ste& cal un and thus. would the valuu of tosources that would be uncertunun b 6 udp of ha
hieJy raduca unnect.uary rad.armn needed to produce these lowerrein and benehts and imparts the NRCla
exposures his expected N d.ces (b) whether thue ruourtes codd be see4 comments an'd suggestad
would be no tacrease in radiaban used in other ways 6o better ophanrze cauons because of the w delyexposure to the publ;c or to the atient safety and treatment than could anc.a con &tions underwMenvironmarJ beyond b exposuru e accomphahed through development 8"' 0 ' 83 "'* '8 0P'#8 *
estrently resuhing from debt artng the and implemants tion of QA programa for Any sad enar seWect to thrs
ticse to the psuent. The draft

toe & cal ose. Comments on the ctraft regula uon who deterunnes that because
envstanmental useumsat ud fin &ng analysis mey be enbtrutted to the NRC of Hs ma. H 16 Maly to bear a! cf no sig:afican! tmpact on which this

as in& cared under the ADemassrs dispropetuonately aduru eccoomic }g
|

determination is based 4 available for hea&ng. impact should nouty the Commiamos to

oc g e b er Le e * * * I' "Washingtors DC.$mgle copias of the As required by the Regulatory Proposed regula tmn wodd reedt in a
draft environmental aasessment and the Flesibility Act of1su 5 U.S C. 605(by sigmLcant econonue burden or whether( f;ndmg cf no s4n.ncant impact are the Comfrussion ceruf.es that thle the resources oeuanarv to establah aasatlable from Dr.Tse (see Apostrssrs amenament, d adopted. would not have QA ptc1c am could be sunrv eUenvely

'

haggng), a s1FmLcam econoane impact on a used m other ways to optuntse pacem
Paperwk Radaccan Aes Srotacient substamuel number of small enbun.ne eafety. as cornpared to tha econormc

proposed amenchr.ent a!Iects about 2.500 burden on a larger hcansee.Tb prepoved amencment mochfies NRC mechcal un bcenaces under to (b) How the proposed regulatonein'ormetten colleenan requirements that CTR part SS. Of these. abcart 1.200
could be modaad to taka inen accotmtare sublect to the paperwork Reduenon heenses are twued (c msututions and the bcensee's ddlertag needs orAct of 1980 (44 LIS.C. 3501 ee seg ). nis 300 are seeued to physicians in pnvate capabibues.

rulemakine has been submated to the praetice. Under the erae standards (c) The benefits that would accrue, orOffice of Managemem and Budget for edopted by the NRC(50 FR 50241.
the detrirments that wesid be evoided if

y
renew and approsal cf the mformannn December 9.1985). some me& cal usecolleenan reqmrernents.

bcensees could be considered *small
the propowd regulaboo were modifted
as suegested by the bcenwe.Pubhc reportirig burden for this

ennetes" for purpows of the Regulatory (d) How the proposed retslation. est' coUection ofinformation is estimated to neubility Act (average grow annual
mo&fied. could more closely equahre* / be about 64.t40 hours per year (for 2.500 receipts do not exceed 13.5 tmlbon for the impact of NRC regulattons or c?este

4@ NRC bcensees and Smo Agreement
an inantution and do not exceed 31 more equal accees to the beneftto of

icensees)or an anerage of about 9 million for a pervate praetece physician). federal programs es opposed tor heensee encic&r g the trme for The number of med. cal use beeneetso

I reviemng instructrerre. sterenmg that would fall tmo the smell entity providmg epecial edvetcages to any
todmdual or greep.

'

eustmg data eacrees collectmg end
category is estimated to be a very N (e) How the proposed regulation, asmamtammg the data needed. and percentage of the total number ofteviewing the collectiem for
hcensees and does not comtitute a

mothfied. would etill adeqostely Frotect
completenees. Send commems regs rdmg subetanuel number far purposes of the the pubhc beehh and enfery.

this borden ratimete or any other eepeet Regulatory Reubibty Act. BocWnQascf this collection ofinfonnehen. The proposed emendmem would
W Commis+ ion has detenmned tha tincludmg essgestreme for redocing this

burden. to the Reevrde end Reporte
regere NRC medicel use beennes to

the beck $t rtde.10 CFR 5010t doce tret
),

Menegement Braneh Diereien of estabhsh e written besie QA preraem to apply to this proposed emendment, arrd
prevent. detect. and cerveet the ca tree of thus, a beekSt snelyere te not retwedInformenon Support Semen Omee of
errors in eredicarf see.W NRC la alto for thre preposed eurendment, beceveeit

i
1
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r does not involve any prestalons thei Asak g6aality assernmos monna, for the (e) For absenoetic use oI
wodd impose backfits sa daftned in to purposes of this part,& aggresde of ra diopharma ceuticale: the rediaisotops. ,

6 Cnt 30.100(e)(1). those planned and eyetemat= esnoms dosage, cheaucal form, and toete of '

designed to prevent the somrrence of admmistrouon: <

'

m. List o%ects in 18 Cm Pan as any error is medical see produced by. (b) Fw redroph====secal therrpy.
Pyprodut metarial. Drusa. Hede made by, caused by, w attrheable to the endeaneetops, Maarm phyehaal farin,

devices. Health professions, any in&vidad scias ao behalf of the thenucal form, and some at

laccarporation by relarence. hdadasal licensee (tacludmg omisstent or adnunktretaetz;

dences. Nudear maternia. == i ==a es ). (c) For talscherepy: she total does.
number of fractions, and enammene site:Occupational adary and health. Penalty. * * * * *

Radia tion protection. Reporung and Clinice/procedwee movef nesne a ori

recordkuping equ!rsmaats- conectron of written procedures in a (d) For brechytherepy the totaldoes

U Text of Proposed Regdedos single binder that describes pech (or tre t: ment tima, number of sourcre,
cethod (and otheeinntreedene and and combined accetty), ts&oise tope.

For the reasons set outin the pacartiou) by which the lioene" and treatmet.t site.
preamble and andar the authority of the performe chrdea! : web . . . . .

Atoauc Emergy Act of 1954, as amended, diagnostic clini procedicre epproved N # """ ""-

the Energy Reorgantaa bon Act of IIt4 by the enthortred user for me@ cal one for wittch a record and a report are
ea ataanged. and 8 U.S.C. 63. the NT4 includes b reeepharmeersucal, symnd pumnt to | Me).
is proposing te adopt the loDownns doesge, and route of adm+ntatrutitm. * * ' ' '

amendments to to CFR part &$. . . . . .

@ eM mana any ang A6MhW 4 W W m
pAMT 35 4ttDfCA1. USES OF unfr a mmd. and under I 35.33 mente md rwere meegnwee
BYPRODUCT MAyERIA1. certain circumstancas a nport are o,enes se menemiseswesena.

1.The eetherity citation for part 35 to required pureuant to i 35.33(a). (e) A diagnostic event for which a
revtsed to rcr.d as fe!!cwr r, cord, and under certain circumstances* * * * *

Aegnostac nfm/inaana a wrtuan a report,is required (as set forth inAnthertry: st.tet.162 tat te Stat est 664.
353. en as amended f u U.S C r111. z:n. nquest dalad and alsned by a physician paragraph (d) of Ma section)consista of

before a 6apeauc unedical une thei the Iollowing-
f A.:32. : 3n ne. 3rn, as sut us2, as

anweided (u U.s C 6641y indades the patkat's name, diagnoot c (1) Any diagnostic medical una not
For the purposes of nc. 2:3. se Bert esa. es dinical procedurs, and clinical authociaed in the hcanse,

ametded (u U.S C 32'M i| H 1L 3511 fr16ca taan. (2) AnI apticwa und,

HJo (e) and ibt u21 le1 erid (bt n2r.11.13. M*
* * * * *

"

m,e,d usa a, ,e,,,d ,n ,any error in35JS. SL2r (o1 (c) and (dL 35. file k EJ5. Misa miatmcic.n maans n -n .o umosa ==*Hu umei.* , , . M"I b"8* ** U" " "**.

(bt um s Hc k 't HI L (a) and (bk us2. nat. or EW'b) fw m tuch a record, and under without daily neonhna the
n.nx e H0. u.rs.u.ou M6 naa na:te). cdain NaoH 8 nPort, an adeninistered todishon done or31123. 3&J00LM 112o4 (a) and It). 3&Jo5. required pursuant to il 35.33 (c) and (d) m&ophannaenucd daup ha b33.12o, 35.71 ole).13.31135.320. 33 403,

35 00e1:1 M ete (e) and (c).35 (lout 35 (!! or 35.14 (c). (d). and (e). spprope rowd.
SS 42o. 35 SOCL 951XL 35 e06. SS e06. 3$ e10 (e)

* * * * *

W"W w arecord m
t e fk aM H ) 36 I a (bt of rediopharmaceutical ectivity as circums tanon e report. ta regarmi (as

nu t te) .md (bk n643 (el and (tt ssaas te) docuented befon administnden of b set forth in paraprophs (c) and (d) of tideand itt siaxi. assto, n.sm assaa as en todic.pharmeceutical, e)ther (e] on the 6ectiortj cxmasts of the IoDowtag.35 en 3&Jeo. M Mt. M Mo. 48e0. ns.9tl,
15 e?o and 351r*1 are usued under nac. telta prescr'poort or (b)in the clirdcal (1) Any goene enadaralup &
6e Sui. Ha as amended (u U.S C 2:o11tm. Procedures manualif the procedere (s than the one stated in the presenpoon or
and i1331L m*t|tt 132:t1 as.23;tt nr performed pursuant to a 6agnosuc in the dia$nosuc nferral 8 and dmical
tel eno (c t 35Jo,% * Sus HO. 35R*WA). referrel. Procedures manual. Incorrect me& cal
n.sett). n sa e so t1(dt 33.53tc). 35.se to . . . . . un wouldinclude tnetment of theI end (e)(It 35 50 al and (il 35.rotal15mg. Fresenbed dose (a)In taletherspy. wrong patwnt. adininistrecon of the
33 92itt asJostca 3&Jialtt 31715f tt muns the quantRy of the ra&aucn wrong ted;cpharmaceshcal or ts6ation3s 404t ht u als (b) and tdl. n uct tg

aboorbed dose : Lated on the from the wrong saaled source,M embt ns10tch uJ1sid)t4L nameL
n 632;st n&M(fk u 6361ct as H1(c; prescnptfon. as documantad belon adtrantstrebor, si a resopharmaceuhcal

y'
n 643tch 11.us. and 33wict are nasund e drninis tre bon. or (b) In brechytherspy. or tadiation so the wrong cryan at este,
under uc. teto, so Sac eso, as amesesd tu means the quantity of b rs&auon or vts b wrong or uruntatuiad route of
U.S C 2 o1 tol)- abeorbed dou or rqmalent stated on admmutnhan; or

the preserytion, at doceented baf an (2) Any diagnoetic me6 cal use such2. In i 312. the term admiruatrauon aAd as reytaad to renact 61 erron n eult in sei adrhetered"misednurustrauon"is revised and the

!?g |,P|: 2 ,i=.n"; p " 'O'eM"a eWiW."*!t%* "*" do**" *"'aas'r*='**rr''=6*d
- - - - -es - ce , c eam a ,es,rme ,u,,_,,,,ee.,,,,,_,,,..

"preembed dosete " "presenwd dose." Presenption tneans a wnttan direction ,,,,,,,,,,m,,,,,,,,,,,,,dee

"presenpticm." and "there;y ever.!" are or ordar for medscal use for a specafic wnnee priscrwann w empwas reer=4 =mma

edded Io resd as fellows'. patient, datad and Sagned by an koPa'*** ** swiu h ** " '"'"aa'a
'****b' """ '*'0 "* * ''*8

authenred user er a t.hmeien eder the **'n'formauce spoor"ed is t e"L2 for e ersecmphonthe i
I 35 2 h supervieien of an e.uth4Mid ML er eaynaeac r,*emo shsM be suer en me potent e

conioma me souowmg trJormat otv r. core maeum u hauss, , , - *

-- , _ ..-,,- . . - , - , - _ ,
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dosage by more 'han to percent of the soon as k 6 cable.m besun le not don by mon than 20 percent of the
presenbed doute. required to notify the pabent or the prnenbed fractional dose, but les, than

(c) Fer any &apoebe me6 cal use patent's twponsible relaun (or the percentage of fracconal dose set )
that results in a & sgnosuc event or guardan) without first consulting the forth below in paragrspb (b)(3)3i) of this
misadministreton u desenbed in esfernns phyelcian: however, the secuen; or
parasrephs (e) and ()) of this section, heensee shau not delay sp& cal care for (4) Any theropeutic me& cal use not
the Ra&suon Safety Omost shaU the pet 6ent boosuas of any delay in authertsed by the besse.
premptly invesugste its cauw, make a notification. (b) A therapy misadministration for
record for NRC tmew, totain the record (e) Each bcente thaU retain the which records and reports to the NRC
cs directed in paregraph (e) of this followtag records; and hermee management are required
secuen, and notdy the beaues (1) Each pmenpuon, chagnostic consists of the fouowtng-
management to take appropnate referral, and record of adnunatered . (1) Any therapeutic medical un other
corneuve acuen. rs&ation don or r:6opharmaceutical than the one stated in the prucnpuon.

(d)ne beansee sbau notdy the dosage,in an su& table form, for three induding treatment of b wrong patent,
refernas physician r,nd the appropnete years after the date of administreuon: administraticn of the wrong

(2) Each wnnen degnatic chnical redlopharmaceutical or todietion trorn
NRC Regional Office in aecordance mth procedura. in an suitable form, for the wrong sealed sourcs. administratonto CFR 30.8 in wnting within 18 days of thm ears after its last us: andthe discovery of the &agnosuc event or of a radiopharmaceutical or radiabon to
snisedministration if it involved the use W e npon of each WagnMuc put the wrong tartet organ or trtetment site,' '',' *' *t' mn"Uon;''"I '' ""t"i'"d'd ''"'' fcf byproduct matenal not authonud ior , cord a mince& cal us to the br.ense, in&viduals innind in de nut' (2) Any therapeute me& cal use of eedministracon of a dosage differir,s by (indueng the pmenbing physician, n&opharmaceuded sud bt eet least Eve-fold from the prwenbed allied health penannel the psuent, and result in an administered dosagedouge, or administrouon of byproduct

I["8 h diffenna from the prescrbd dosage bymatenal such that the patent is hkely to 'd*
'

g ' eunty n be3 mm dan to percern of b pnsenbedreceive an organ don greeter than 2 tem &dentificauon number if one has been
dosageor a whole body dose gnater than 0.5 assigned.s brief desenption of the event (3) A teletherapy administration fromrem.1Jeanons may use oostmetry or maadministrouon, why b event or a sealed souru such bat erron in btables in package inserts, corrected only mindministration occurnd. the effect
sourts cabbrauon. the time of exposure,f;r the amount of re&oacuvity on the neuent, what troprovements are

administered to determtne whether a needd to pnvent recurream and b trestment geometry, or other erron
*"N I" ""Y 'I N ICU""8'report to required. ne wutten report actions taken to prevent recurrence.

cust indude the beensee's name: the (f) Aside from the notificabon (i) ne administered total don
presenbing physician's name: a bnef ,,quirement, nothing in this secton diDenna from the pmcrbd total dose )desenpuen of the event why the event affects any nghts or duties of beensees by mm than to pucut of 6
occurnd. the effect on the patient what and physicians in relation to each other. Pruenbed total dose:
improvements are needed to prevent panents, or rreponsible relatives (or (U) For any treatment fraction, the

administered fractional dose beingrecurrence; actons taken to prevent guaitans), yeater than twice or less than one-halfrocstrence, and for a diagnostic event or 4. | 34 la added to rud as foDows:misedministrabon for which t'otification of b prucnbod fractional dou, et
to the pebent is requtred (ee sei forth iSud Mesones, reporte, and noenosteon (lu) for the fracuons administered to
below), whether the beenset trJormed of sherapy evenes or massenewtrotsons. dete, the sum of the administered
the patent or the patient's ruponsible (a) A tharspy event for which a record freetional doses dtBenna from the sum
relative (or guar 6an). and if not, why and report to beansee management are of the bed frecuonal doses by
not ne repon to the NRC mut not required consista of the foHowing: * mon 10 percent of b prucnbed
include 6 patent's name or other (1) Any therapeutic medical use total dese;
informs tion that could lead to without both a pruertpuon 8 and a pnor (4) A brachytherapy administration
identificaton of the petsent.If the review of the patient's case by an with a sealed tource that is leaking, is
diagnosuc event or misedministreuon autherned uer or a physician under the lost, or is unrecoverable danns the

brachytherapy treetment orinvolved the administraton of lo&ne
suk) melon of an authonsed menAny therapeutic me6 cal use (5) A brachytherapy administretion )c.nd has the potential to cape senous

barm to the pacent (e g.. a nucrocune without daur recording in the such that errors in brachytherapy
.

amount was presenbed but more than 1 appropnate record the admintatered treatment planning or execution result in
millicune was adstrustered), the r:6stion dou or radiopharmaceutical the prwenbed dou differtng from the
licenan shau also nonfy the pauent or a douge: administered dou by more than 20 a
naponsible relauve (or guar 6an) within (3) A taletherapy administration from percent of the presenbod dose.
24 hours after the beensee dacovers a sealed source euch that errors in the (c) For any me6 cal use that results tri
euch a diagnosuc event or source calibretion, the time of exposure, a therapy event or misadministraton as
misadminatreuen. unless the afernns treatment geometry, or other errors desenbed in paragraphs (a) and (b) of
physician agrees to trtform the patient or result in an administered frecuenal dose this section, the Ra&abon Safety Officer
telleves, besed on medical judgment. ddienna from the presenbed fractional abau promptly investigate its cape,
that telung the patient or the pauent's make a record for NRC miew. retain
responsible relauve (or guar 6an) would e tt becesse et om ammes.c mann et ow

the record as directed in paragraph (f) of
be barmful to one or the other. lf the retum e someta e 4.to is arose a econde e this section, and nottfy b beensee |
refernns physician, patient, or the "" P'="Puae *** Mem8na ** 8*tdou management to take appropnate );jM*g* 7d'*,'L*"".,'o/" g* (d) For any me6 cal we that ruults in
pauent's nepoosible relative (or correceye action. ;

ruardian) cannot be nached within 24 ;
n,5 au bn e n,. mew =i bon a therepy event as desenbed in

nrau t. . m a.
hocre, the liensee shall notify them as pensar e reaere ww s

,

|
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parspath (a)H)or a matemirustreuen au.ed beahh persbrinel. the patient and procedates snanualis ident.ted arid.

as desenbed in panpaph It) of this the patient a referetng physiciani. the esalueted and
g eecuon. the bcenne shall riottfy by pet.ent a social secunty oumber er 3) tram that brartyterary and

telephone the approp*iste h*RC Regional identiceben nutnber Ll or.e has been teletherapy t*estment tiartturg to in

OfLee bated in Appenata D of to CTR ass $ned. s bnel ducnpuen of the event accordance mth the prutnptort.
part to nc latet then the cent Federal of truudmitustrobon, e,by the event or (b)Mine bnne shaU develep
Government worund day ther misadmitsatrauen occurred. the effect proctdes gor and tenduct a
discoury of the therapy event or en the patent. what treprovertente are comprehtre e suit at teten a:s no
misadmitustraten.De bcensee shsU treded to prevent recurnnce. and the gnatn San it inones y unfy
also tioufy the teferntts phyncian of the acuen taken to prevent recurrence. comOance me su uptets of de buit

b aff ected pahent nr.d the pattent or a (g) Aside froro the ochhcstien qusMy sowance pmpas N
re sportstble telsove (or pe rian) within regattement. nothing to this secuen bcensee e management that evaluate
24 bows after the htenset &acovers the effects any nghts or duties of bcensees

est.h of these su6ts to determme the
therapy cuss &ntrustrabon.unless the and phpicians in relation to each other, affecuvenen of the besic quabry
refernns physic:an egrtes to trJone the potents of responstb!e rtlauves (or apurance propa:t and premptly
patent or bebeves, based on ine6 cal patsans h impleinent tnochtations whtn 30 doye
judpnent, that tellms the pahent of the 8. l 35.35 is edded to read as fouows: that wiu prevent the recerence of errors

,

patient a responsible telsure (or in me& cal un. He betrate shaU
pardian) wonJd be hanrAl to one or i 35.18 Seek annkry neewones prisprom
the other.11 the refernns t hpician. (e) rA Mut or beenne under matntata records of each su6t and

patent. or the peuent's rnpon:Me tha fort shiU estabhsh a w6tTinWe
manspement evaluation. in an au6 tablet

telstjve f or par 6ani cannot be rest.hed ggg,yram 2yeren form. for three years.

mihin 24 hours. the beensee shall neuff detect. and correct Ee cEii of eMrs in (:Ine beenste stay make
them as soon as practeab|e ne yrwm N oWecEMReterre- rnodthcauor.s to the appros ed bule
licensu ts net required to neufy the quauty assurance propam is to provide quauty enurance propsm mthout NxC
patient er the pet ent a responsible hgh conf.dence that erren in med; cal approval only if the moclubone do not

relau e (or perpar.) without ftrit
up wiu be pnvented.This buic quahty decrtase et potent.aDy decrease the

I al| co d Is
apurun propem must inc! de wnnen effecuvent6s of the basic quahty

'* " '' '' '"# I "* ""owev th h en e
tne6c.d care for the pat.ent because cf foftn[^8 I c70c c Iecu r ' IsrTush the modiceuen to the

* **l "Y m! C8 8" L' appropnate hTC Reeional OfLce inS
any )delev kn noticauen(e Wahin 15 days after an tr. fuelindicated for the patient s me& cal accerciance with 10 CJR 30 6 within 15
teitphone report to h*RC cf a therary '" O ' N days after Lt.e tuodiubon ta inade,<

event et t:usadmwstrauen the bcensee
that a prnen' I"C' '' "EY "'b""I ""'potentlauy decrease. the e!!ecoveness of

W EU' * h!od3ucons that decrtue. or
shnu repen. tn wntin , to the h*RC puen 'is ma6; ht ny
Regional O!hte imtinfly teler heted andtherapy procedure and any 6agnosue the appresed basic quahry assurance
to the refernr4 ihysician end shaU preparn mey r.ot be implementedre a a
furnish a cary of the report to the g o n m cr n of without pnet oppbcauen to and
pauent or the patent s ree{ona. ele y, 3 o, p 3 - approval by the hTsC.reletne (or pardiar)if eit..et was (3) E,nsure, pnor to any me6cd use, t)(1) Eac.h opphcant er e new itense
preytpualy nouhed t y the 1.censte under that a pn etnpuon er a cLiegnosuc sh(au subtrut to the appretnale h*RC
parapern (d) of this section. The referral 8 la made for ny so nosuc P"1eal Mu in accercanu wt2 towntten report snust include th, proceom not invohug snori the 30 CTR 33 6 a basic cuahry a sturencebcensee e name, the pruenbtre smerocunes of ht $ cr platt
physician's name. e bnef desenpuon of (4) Ensu't, pnor to eny medical use. propam as part of the opphcation for a
the event or m;sadr*.inistreuen, why the that the pnacnpuon or the 6apoinc tasuance of the bcense by the h'RC.

beense and implement the propam upon

event or snisadaunistrebon ocntrred. the referral and chr.ical procedures inanual
effect on the patient. what is understood by the roeponalble (2) Each axtsung bcenne shaU subaut
improvements are needed to prevent ineviduals; to the appropnate h7C Regional O! Lee

( recurnnce, the schorts taken to prevent ($) Ensure that any medical use is in in accordance mth to Ct 30 6 by
rteurtence, whether the hcenste ace.ordance with a presenpuon or a (insert effectve date) a wnttentrJermed the potent of the pecent's disposue referral and c.lwcal certibtion that a buic quabry
re spor.sMs relata e (or pard 2an),end if
not, wty not. The repon must not procedures manuab apurance propam destgned in

(el Ensurs. pner to try ine& cal uH. accordance wnh this secuen has beeno include the pauent's name or other that the patient's idenuty te vertfied as implemented.
informacon that could lead to the inevidual named on the preacnption p) M h hau mamtab deiderm0 canon of the panent, or the chagnoeue referrab wntten basic qua 'ty apurance

(f) Each bcenset shau retain the (7) Ensure that uy untatended proFm m u nitable h for defoMowing recorcis-
(1) Each prnenption and record of devisuon from a presenpuon or a duretion of the bcann.

adminisitred ra6ation den or diagnosue refstral and ehnica Deted et p.ackvWs. Maryland this 6th der
recopbarmaceutical dosepa. to an of lanuary. teel
auditable form, for three yeart after the .gg,, ,g 6 ,,,, a g %
date of adminjstrauon; and peom e ameom e we, o erose a ernos e for the Nuclear Regulstory Commiselon.

a rmee mecnewe er o.asamus reest wowd g' g(2)He report of eath therapy esent or
misedministration for ten yeart. The 8""P 8 "''' #8 N h** 4 b*** ** *''' 8"**""

**'b'*""*b"**"""**'*""'''***'"8 8**" * W C"*" ".w ea ad aNd th Iau ,~n"wEYI edes'iTh.$ eye p Dw. N Ned 1
idual o ed in v nt er *= cosa man e$m

r = q w a s a bours(mcJudmg the preacnbing physician,
.
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***** Contact: A. Tse (301) 492-3797

.

i BASIC QUAllTY ASSURANCE PROGRAM FOR MEDICAL USE

.G-

A. INTRODUCTION

The NRC has proposed amendments to the regulations at 10 CFR Part 35,-

" Medical Use of Byproduct Material." A new 6 35.35, " Basic Quality Assurance
Program" (55 FR 1439, January 16,1990), if promulgated, would ret,uire medi-
ca' use licensees to establish and implement a written basic qeality assurance

'

(QA) program to prevent, detect, and correct the ceuse of errors in medical
use."

This draft regulatory guide, published for public comment concurrently
with the proposed regulation, provides guidance for licensees on developing a
written basic QA program that would be acceptable to the NRC staff for meeting

( the proposed regulation. Medical use licensees may use this guidance as they
develop a basic QA program specific for their clinical situation.

The NRC staff wi.ll start a pilot program during the public comment period
to determine the impact and efficacy of the proposed basic QA program and pro-
cedures developed by participating licensees and to determine whether the rule
and procedures would interfere with or could be incorporated into licensees'-
medical practice. Based on public comments and the results of the pilot pro-
gram, the NRC staff plans to revise this regulatory guide as necessary. - The

( =
" Medical use " as currently defined in 10 CFR 35.2, means "the intentional/
internal or external administration of byproduct material, or the radiation
theref rom, to human beings in the practice of medicine in accordance with a

d license issued by a State or Territory of the United States, the District of
Columbia, or the Comonwealth of Puerto Rico." This definition applies'
whenever this term is used in this regulatory guide.
This re g.14 tor gui ot in being illued in draf t fore to in,olve the public in the early stages of the oewelop*
Iheat of 4 rigs {4 tory polition in thil arte. It h45 hot Pete1Yed Coatlete Staf f review and doel not reprelent
en of fitill hAC s14 f f posj tion.
P blit toev'ents are being Solicited on the delf t guide (including any is91ewntation Schedule) and ill alloCi*9
4ted regalatory entlylit-or value/ impact State #ent. Convient& Should be 4Ctomp4mied by appropriate supporting

Written coments pay be submitted to the Aeguistory Publications tranch. CrlP5. Of fice of Administre.dets.
tion. U.S. hstlear Reguletory Coas*1llion ktthington. DC F0555. Copies of cements etteived may be esamined
at the ht( Public Do(pent Room fil0 ( street hef,, W4thington, DC. (capnen tt will be mos t he l p f 91 i f re t e l ve d

i bi April 12, 1993.
l' Recsents for single copies of draf t guides (which may be reproduced) or for placemnt on an automatic distri.
l bwtion list for lingle copies of future pref t guidet in Specific divisions thould be made in writf ag to the

U.S. hwclear Legslatory Coewission. teethington. DC 20555. Attentiont Director. Division of information
5Vf f o't Se rviten,

!
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final regulatory guide may contain more general guidance on the design and
implementation of a basic QA program, or it may contain specific QA procedures
that were developed and tested by licensees during the pilot program.

The NRC will publish a final regulatory guide when the final regulation
is published, which licensees may use to develop a basic QA program. The NRC

staff is soliciting comments on this draft regulatoay guide to ensure timely
publication of a useful, practical, and ef fective final regulatory guide. J

Any information collection activities mentioned in this draft regulatory
! g h e are contained as requirements in the proposed amendments to 10 CFR Part

_'

35 that would provide the regulatory basis for this guide. The proposed amend-

ments havt been submitted to the Office of Management and Budget for clearance
that may be appropriate under the Paperwork Reduction Act. Such clearance, if
obtained, would also apply to any information collection activities mentioned in
this guide.

B. DISCUSSION

Radiopharmaceuticals contain small quantities of byproduct materials and
are used in nuclear medicine to locate tumors, assess organ function, or monitor
the effectiveness of a treatment. Larger quantities of radiopharmaceuticals are
administered to treat various medical conditions (e.g., hyperactive thyroids).

--

Sealed sources containing byproduct material are used in radiation therapy to
treat cancer. Teletherapy machines can be adjusted to direct a shaped radiation
beam to the part of the patient's body that is to be treated. In brachytherapy,

,/ smaller sealed sources with less radioactivity than teletherapy sources are
(- insertea or implanted directly into a tumor area or applied to the surface of

an area to be treated. An estimated 7 million diagnostic nuclear medicine
)

procedures are performed annually in the United States. In addition, there are
about 30,000 radiopharmaceutical therapy patients, about 100,000 cobalt tele-

)therapy patients, and about 50,000 brachytherapy patients treated annually.
Every year the NRC receives reports of misadministrations in medical use.

These misadministrations usually involve errors produced by or attributable to
an individual, such as using the wrong radiopharmaceutical, treating the wrong
target organ, using the wrong calculation, or treating the wrong patient.
They may result in treatment or doses very different from what was prescribed.

]

2
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Although the occurrence rate of such misadministrations is low, the NRC staffg

believes that most such misadministrations could have been prevented if an
appropriate and effective basic QA program had been followed by the licensee

involved.
Section 35.35, if adopted as an amendment, would require medical use li-

q censees to establish and implement a written basic QA program to prevent, detect,

and correct the cause of errors in medical use. To provide the flexibility
needed by medical use licensees to practice medicine, this requirement is
proposed in the regulation without specifying detailed QA procedures. This~

flexibility is to prevent or reduce any interference with the delivery of
medical care.

Implementation of QA procedures based on the guidance Contained in this

regulatory guide does not in itself satisfy all QA requirements and recommenda-
tions pertaining to medical use. The OA procedures in this draft guide pertain

only to preventing, detecting, and correcting the cause of errors in medical
use. There are other QA procedures in 10 CFR 35, with the focus on QA for
equipment such as a dose calibrator or teletherapy machine. Examples of the

existing QA requirements include 10 CFR 35.50, " Possession, Use, Calibration,'

and Check of Dose Calibrators"; 10 CFR 35.51, " Calibration and Check of Survey
Instru~ents"; 10 CFR 35.632, " Full Calibration Measurements"; and 10 CFR 35.634,

" Periodic Spot-Checks "

C. REGULATORY POSITION

This regulatory guide provides guidance for developing a basic QA program
acceptable to the NRC staff for complying with the proposed regulation, S 35.35.

'. The NRC staff believes that most errors ir, administering byproduct material
could be prevented by implementing a basic QA program designed by the licensee

based on guidance contained in this guide. However, a licensee may propose a
a

basic QA program based on other sources of guidance. The NRC staf f would review

such a program on a case-by-case basis.
The licensee's basic QA program is to.contain the elements listed in the

following sections, or alternative elements approved as license conditions.

.-
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1. RESPONSIBILITY, AUTHORITY, AND AUDIT ';

M The responsibility and aut'iority to establish and implement the basic
QA program, as well as audits, ev:,luation, and corrective measures, will be
documented in written policies and procedures. The management (" management" in

this regulatory guide means the licensee's management) will regularly review
the efficacy and adequacy of the basic QA program.

M The basic QA program will include scheduled audits at intervals no -

greater than 12 months to evaluate the adequacy and effectiveness of the basic
QA program and applicable management controls. Audits will be conducted follow-
ing approved written policies and procedures by qualified personnel who are not
involved with the activity being audited. The audit schedules and the audit
personnel qualifications will be determined by management. Audit results will
be documented, reviewed by management, and available for NRC inspectors. Defi-
cient conditions requiring corrective action will be followed by management and j

re-audited as necessary. Audit reports will be distributed to appropriate man- |

agement and organizations for review and follow-up. g_ ;

i:

2. GENERAL ELEMENTS FOR ALL MEDICAL USE -- DIAGNOSTIC AND THERAPY
(See Regulatory Positions 3, 4, and 5 for additional specific elements for
radiopharmaceutical therapy and diagnostic use involving more than 30
microcuries of I-125 or I-131, brachytherapy, and teletherapy,
respectively.)

2.1 Records (i.e., prescriptions,* diagnostic referrals,* and other
written instructions or records) relating to medical use will be legible and
written clearly, precisely, and in a manner to minimize the likelihood of
misunderstanding.- )

2.2 All workers involved in medical use will request clarification from
'

an authorized user or a physician under the supervision of an authorized user
if any element of a prescription, diagnostic referral, and other written in-
struction or record is unclear, ambiguous, or apparently erroneous.

"The terms " prescription" and " diagnostic referral" are defined in proposed
10 CFR 35.2. J,

4
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?_3 All workers will stop the medical use on a patient and seek guidance'

if there is an apparent discrepancy in recordt, otise' vat ions , or physic al n eas-
urements that ray result in a diagnostic or therapy esent (except in energent
situations), lhe worker may resume use after resolving the discrepancy.

( y Bef ore medical use, the person administering the byproduct tratorial
will verify that the medical use is in accordance with the prescription or the

Idiagnostic referral and clinical procedures manual.*

3. SPECIFIC ELEMENTS FOR RAD 10 PHARMACEUTICAL TH[RAPY AND DIAG % 5 TIC PROC (*
DURE 5 IITv0WlN5 M3kE THAN 30 MICRDCURIT5 0F 1 125 0; l 131
(See Regulatory Position 2 for general elements,)

M Before writing a prescription, the authorized user or the phyt.ition
under the supervision of an authorized user will personally review the patient's
case to establish that the medical use is indicated for the patient.

M Before administering a radiopbsrmaceutical, the authorized user or
/ the physician under the supervision of an authorized user will personally male

and date a prescription.
n

O Any change in the prescription will be made by the authorized user
or the physician under the supervision of an authorized user, will be recorded
in writing in the patient's chart or in another appropriate record, and will
be dated and signed.

M Before administering a radiopharmaceutical, the identity of the ,

I, patient, the radiopharmaceutical, and the dosage will be confirmed by the
person administering the radiopharmaceutical to et,tablish agreement with the

W prescription.

M After administering a radiopharmaceutical, a qualified person under
the supervision of the authorized user will make, date, and sign a written
record in the patient's chart or other appropriate record describing the dosage
administered, and this person will record the agreement, or lack thereof,
between the radiopharmaceutical administration and the prescription,

i
The term " clinical procedures tranual" is defined in proposed 10 CFR 35.2.

6
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-') '4. SPECIFIC ELEMENTS FOR BRACHYTHERAPY
(See Regulatory Position 2 for general elements.)

O Before prescribing a procedure, the authorized user c* the physician
under the supervision of an authorized user will personally review the patient's
case te establish that the medical use is indicated for the patient's medical
condition,

M Before administering byproduct material, the authorized user or the
,

physician under the supervision of an authorized user will personally make and
date a prescription.

O Before implanting the sealed sources, a qualified person under the
supervision of an authorized user will verify that the radionuclide and source
strength of the S0urces to be used are as prescribed. (Note: The licensee may
use any appropriate verification method, such as checking the serial number
behind a shield, using a radiation detector, or using clearly marked storage
spaces for ea:h type of sealed source.)

}

M Any change in the prescription will be recorded in writing in the
patient's chart or in another appropriate record and will be dated and signed
by the authorized user or the physician under the supervision of an authorized
user.

.

M After implanting the brachytherapy sources, radiographs will be
obtained and used as the basis for calculating the delivered dose (this may not
apply to sources used for surface application).

)

M After implantation, a qualified person utder the supervision of an
authorized user will promptly update and sign the patient's record to reflect '

the actual loading of the sealed sources and record any change in the
prescription.

M After administering the brachytherapy dose, a qualified person under
the supervision of an authorized user will make, date, and sign a written
record in the patient's chart or in another appropriate record describing the )

6
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f
administered dose; and this person will record the agreement, or lack thereof,
between the brachytherapy administration and the prescription.

O Before 50 percent of the prescribed dose has been administered, a
qualified person under the supervision of an authorized user (e.g., a physicist,

g physician, dosimetrist, or technologist) who did not make the original calcula-

,8 tions will check the dose calculations.

4.8.1 Hanual dose calculations will be checked for:"

(1) Arithmetic errors,
(2) Corrett transfer of data from the prescription,

tables, and graphs,
(3) Correct use of nomograms (when applicable), and
(4) Correct use of all pertinent data in the calculations.

4.8.2 Computer generated dose calculations will be checked by

,

examining the computer printout to ensure that the correct inputs for the

k patient were used in the calculations. Alternatively, the dose will be manually

calculated to a key point and the results compared.

4.8.3 If the manual calculations are performed using computer

outputs or vice versa, the manual portion of the calculations will be checked
as stated in 4.8.1 and the computer portion of the calculations will be checked

as stated in 4.8.2. Particular emphasis will be placed on verifying the correct
output f rom one type of calculation (e.g. , computer) to be used as an input in
another type of calculation (e.g., manual),

k
M If the prescribing physician determines that delaying treatment in

4 order to perform the checks of dose calculations (see Regulatory Position 4.8)
would jeopardize the patient's health because of the emergent nature of the
patio t's condition, the prescribed treatment may be praided without first
performing the checks. The prescribing physician will make a notation of this

7

determination in the records of the adrainistered dose. The checks of the cal-

culations will be performed within two working days of the treatment,

k
' \

:
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S. SFECIFIC Ei.EMENTS FOR TELETHERAPY )(5ee Regulatory Position 2 for general elements.)

Sj Before prescribing a teletherapy procedure the authorized user or the
physician under the supervision of an authorized user will personally review the
patient's case to establish that the rnedical use is indicated for the patient's
medical condition.

L,2 Before administering a teletherapy dose, the authorized user or the
pitysician under the supervision of an authorized user will personally make and '

date a prescription and approve a treatment plan that includes the treatment
modality, the treatment volume, the portal or field arrangement, the total dose
at a specified location, and the dose per fraction or the number of fractions.

5. 3 Any change in the teletherapy prescription will be recorded in
writing in the patient's chart or in another appropriate record and will be
dated and signed by the authorized user or a physician under the supervision
of an authorized user.

)
M After administering a dose fraction, a qualified person under the

supervision of an authorized user will personally make, date, and sign a writter
record in the patient's chart or in another appropriate record describing the
dose administeled; and this person will record the agreement, or lack thereof,
between the teletherapy administration and the prescription.

Sj A weekly check will be performed to detect errors in the daily cumula-
tive dose summations and in implementing any changes in the prescription that
have been made in the patient's record, h

M Before 25 percent of the prescribed dose has been a;.inistered, a M

o,ualified person under the supervision of an authorized user (e.g., a physicist,
physician, dosimetrist, or technologist) who did not make the original calcula-
tions will check the dose calculations.

5.6.1 Manual dose calculations will be checked for:
(1) Arithmetic errors, ),

8
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[ (2) Correct transfer of data from the prescription,
tables, and graphs, and

(3) Correct use of all pertinent data in the
calculations.

5.6.2 Computer-generated dose calculations will be checked by examin-

ing the computer printout to ensure that the correct inputs for the patient were
used in the calculations. Alternatively, the dose will be manually calculated

# to a key point and the results compared.

5.6.3 If the manual calculations are performed using the computer

outputs or vice versa, the manual portion of the calculations will be checked
as stated in 5.6.1 and the computer portion of the calculations will be checked

as stated in 5.6.2. Particular emphasis will be placed on verifying the correct
output from one type of calculation (e.g., computer) to be used as an input in
anotner type of calculation (c. g., manual). Parameters such as the transmis-

sion factors for wedges and the radioactivity of the sealed source used in the

calculations will be checked.y

5.7 Independent checks of certain full calibration measurements will be

conducted as follows.

5.7.1 After a full calibration measurement that resulted from
changing the source or whenever spot-check measurements indicate that the
output differs by more than 5 percent from the output obtained at the last full
calibration corrected mathematically for radioactive decay, an independent g

( check of the output for a single specified set of exposure conditions will be ,

performed. T N 'ndependent check will be performed within 30 days following

i the full calibration measurement.

5.7.2 The independent check will be performed by either:
(1) An individual who did not perform the full calibration

by using a dosimetry system other than the one that was used during full calibra-
tion (the individual will meet the requirements specified in 10 CFR 35.961 and
the dosimetry system will meet 10 CFR 35.630(a)), or

1
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(2) A teletherapy physicist (or a physician, dosimetrist, )
or technologist who has been instruct'' by a teletherapy physicist) using an
accredited thermoluminescence dosimetry service available by mail that is
designed for confirming teletherapy dose rates and that is accurate within
5 percent.

M The annual full calibration measurements will include the determina-
tion of transmission factors for the beam modifying devices (for example:
trays, wedges, stock material that is used for making comperisators, blocks, -

boluses, and the recastable block material).

5.9 Before 25 percent of the total prescribed dose has been administered,
a physical measurement of the output will be made if the patient's dose calcula-
tions include (1) field sizes or treatment distances that fall outside the range
of those measured in the most recent full calibration, or (2) a beam modifying
device (except blocks, boluses, or stock material) not measured in the most
recent full calibration measurement.

)
5.10 3cfore the first use of a computer program for dose calculations or

after performing full calibration measurements pursuant to 10 CFR 35.632(a)(1)
and (a)(2), depth dose calculations will be made with each computer program
that could be used for therapy dose calculations for the following exposure
conditions: (1) an open field in air at eight angles to the isocenter: 0 degree
and seven other angles with 45-degree increments; (2) a field with and without
the wedge of greatest angle into water at a 45-degree angle; and (3) an irregular
mantle field into water. The results of the computer calculations will be
checked against phantom measurements with the same expos.:re conditions. (For }
computer programs involving relative dose calculations, additional manual or
computer calculations may be needed to determine doses.) y

5.11 If the prescribing physician determines that delaying treatment in
order to perform the checks of dose calculations (Regulatory Position 5.6) or
physical measurements (Regulatory Position 5.9) would jeopardize the patient's
health because of the emergent nature of the patient's condition, the prescribed
treatment may be provided without first performing the checks of dose calcula- )
tions or physical measurements. The prescribing physician will make a notation

10
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of this deter ination in the records of the administered dose. The checks of
1

the calculat 'ns or physical measurements will be performed within two workinn

days of the treatment.

D. IMPLEMENTATION

The purpose of this section is to provide information to medical use li-
censees and applicants regarding the NRC staff's plans for using this reguletary

/ guide.
This draf t guide has been published for public comment to encourage public

participation in its developnent. Except in those cases in which a licensee or

an applicant proposes an acceptable alternative method for complying with speci-
fied portions of the NRC's regalations, the guidance in the final regulatory
guide reflecting public comments will be used by the NRC in the evaluation of
basic QA programs for medical use.

,
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DRAFT REGULATORY ANALYSIS )

A separate regulatory analysis was not prepared for this draf t regulatory
guide _ A regulatory analysis was prepared for the proposed amendments to
10 CFR Part 35 (55 FR 1439), and it examines the costs and benefits of the pro-
posed rule as implemented by the draft guide. A copy of this regulatory analy-
sis is available for inspection and copying for a fee at the NRC Public Document k
Room, 2120 L Street NW., Washington, DC, under file 55 FR 1439.
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