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(8:20 a.m)

CHAI RMAN STITT: All right. [It's after eight

o'clock. We're ready to go with our final half day of th

session, and this norning first presenter -- are we ju
nmovi ng up the agenda fromnine to eight?
MR. CAMPER: Yes.
CHAI RMAN STITT: Okay. Take it away Cat hy.
MS. HANEY: Good norni ng.

What | would like to do this nmorning is to

t hrough sone different projects we've been working on and

you a status report of where we are on a particul ar proj€g

Being relatively newto this position, | mght not be
answer any in-depth questions that you have, but | do
cogni zant staff here, and if | run into trouble answer
question, |I'Il ask for assistance fromthe back row ov
t here.

These are the itenms that I'd |like to cover
First is the advanced notice of proposed rul emaking.

"1l discuss a little bit about the patient release ru
t he associ ated regul atory gui de; NUREG 1569; the tenpo
instruction and the quality nmanagenent analysis; and t

Car bon-14 petition for rul emaking that we have.

OCkay. As far as the revision of Part 33 goes

this was di scussed at previous ACMJ neetings. On Nov
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14t h, 1996, there was an advanced notice of proposed
rul emaki ng. This notice had 11 questions, and it al so
cont ai ned sone proposed rul e | anguage.

On February 12th of this year, the comrent pe
cl osed. We received 21 comments during this tinme period.
had comments from private citizens, from corporations,
academ c institutions, federal agencies, state agencies,
pr of essi onal societies.

There were 11 questions that were raised int

Federal Register notice. |[|'ve grouped theminto three

different categories. The first set had to do with codif
i censing practices. The next had to do with nore generi
i ssues associated with broad scope |licenses, and then a
that would be inclined in the defining of the broad scopg
i censes.

Under the codifying of |licensing practices, t

are the questions, nore or less the content of the questi

t hat was asked. What I'mgoing to do is go through and (i

you an idea of what the commenters provided to us.

The first one has to do with the responsi bil
of licensing managenent for radiation safety program He
this question was neant to focus on the inportance of thg
managenent structure, reporting paths, and the flow of

aut hority.
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There were 16 coments that we received in th
area. The mpjority of the comments were agai nst bringing
into the regulations. They said that the roles of the
managenent vary significantly for the different type of b
i censes, and therefore, it would be very difficult to dg
that it was necessary to keep the flexibility for any siZ
programin the Part 33.

Those that were in favor of it felt it was
i nportant to standardize the requirenments for all broad s
| i censes.

The next question had to do with the duties a
responsibilities of the radiation safety officer and the
radi ati on safety committee. Key in this question was thg
training and experience requirements for the radiation s§g
of ficer.

Again, the mpjority of the comenters were

against this, felt that it was very difficult to do this|i

the regulation, given the different sizes of the progransg

it was better left in guidance space.

Those that felt that it should be included in

regul ation felt that it should be performnce based, and|i

shoul d be commensurate with the |icensed activities.
The next question had to do with the training

experience of the authorized user. Here we have the guid

this
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currently in the regulatory guide, and we were | ooking at
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flexibility for devel oping program specific requirenents
the facility.

Again, the majority were against bringing thi
into the regulations, feeling that it was not practical,
citing diversity, and feeling that it should be left in
gui dance space.

Those that were in favor of this requirenment
that it was inportant to set high standards and increase
training for these individuals, given the types of the pr
and the rigorous nature of these prograns.

The next question had to do with incorporatin
topi cs addressed that are in the regulatory guide right n
things like adnm nistrative procedures, inventory and
accountability, audits and appraisals, and safety eval uat
and exposure control.

In this case, all of the comenters were agai
bringing this into the regulations. There were no -- non
the comenters were in support of this. Basically it was
-- those against it felt it was best in guidance space.
Things are working fine; leave it there; don't nake any
changes.

The | ast question had to do with permtting
li censees to make changes to the radiation safety progran

Ri ght now in Part 35, l|licensees are allowed to nmake

for
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l'i cense amendnent. Should sonmething |ike this be brought
Part 33?

The mpjority of the coments were in favor of
this, felt that it would be a good idea because it woul d
unnecessary |license anmendnents, and it would encourage
i censees to take advantage of rapidly changes in the

technical inmprovenents in technology that's out there.

Those against it felt that the current progra
was working well and let's |leave it al one.

The next group of questions had to do with wh
will call generic issues. The first one was shoul d therg

requi rements for inventory and accountability of Iicensed

material. This question is founded in should it be codif|i

and feeling that sonme of the requirenments for inventory a
accountability were inconsistent in the regul ati ons.

The majority, again, felt that this was not
needed in Part 33. They felt the current requirenents ws
adequate and leave it in licensing and inspection place.

Those that were in favor of bringing this int
the regulation said that we needed to. You could go aheg
bring it in, but nmake sure that there was sone flexibilit
the requirenments, and any need should be based on the haz
of the material.

The next question had to do with separating r
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was brought into the ANPR, as you m ght be aware, becauss
Commi ssion direction.

No commenters were in favor of separating thi
risk. All those that comented on it said that it's alre
addressed in Part 20 and leave it in Part 20. Do not bri
into Part 33.

Al right. The |last question had to do with

regul atory approach. Should it be performance based or

prescriptive? Again, there were no commenters that were|i

favor or wanted it to go prescriptive. Everyone was in f
of performance oriented, citing reasons for flexibility d
the diversity of the prograns.

One commenter said that you should be
prescriptive for the training and experience, but as an
average it should remain performance based. One of the
reasons cited for not using a prescriptive range is that
i ncreases cost without a concomtant increase in safety.

The | ast group of questions dealt with defini
t he broad scope |icensees. Questions were: should we, r
t han having an A, B, and C type of broad scope |icensee,
should we replace all of this with a single type?

The majority of the comrenters were against d
this. They felt that it would limt the smaller institut

from becom ng broad scope licensees, and it would also in
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an unnecessary set of rules on the smaller broad scope
| i censees.

Those that were in favor of it felt that it w
streamline the licensing and the inspection approaches tg
broad scope |icensees.

Anot her question had to do with should nmaster
material licenses be included in Part 33. The exanple of
master material |icenses would be the Navy and the Air Fdg
where we have a |license with them and they go out and do
i nspection and the licensing, and then we do periodic chsg
on their main office and do sone inspection acconpani ment
with their staff.

Seven comenters were against this, feeling t
the masters material |icense program has worked well to d
There's no need to codify it until NRC has nore experieng
with this type of program

Only one commenter felt that the master mater
i cense should be codified.

The | ast question deal with including nulti-s
facilities into Part 33. Again, seven of the commenters
no, that the current situation was acceptable, and the on
that felt that it should be included just said that it sh
be incl uded.

" m sure you saw sone general trends througho
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the answers to all of these questions. So what I'Il do i
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-- for those that were pretty nuch in favor of doing what

posed in the Federal Register notice cited the foll ow ng

reasons:

One, that it was good to clarify the regul ati
concerni ng broad scope |licensees. There should be sone
standardi zati on with common practices, and if we have theg
standard practices and standards, it will help the facil
in allocating resources.

The prescriptive requirenments are inpractical
to diversity of uses in managenent.

Part 33 should be performance based, and that
performance based regul ati on enpowers the licensee to
continually devel op their program and areas for inprovene
their program

Those that were agai nst the changes said that
there was really no reason for the proposed changes. Prg
much things are working well now. Don't make a change.

They felt that or it was cited that the snal
i ncremental increase in risk posed by the incidence of |Qg
control does not justify overhauling Part 33. There's tag
much diversity anong the size of the |licensees and the ty
to focus on one particular type of use, and it was felt t
the details should go into the regulatory gui des as exanp

rather than into the regul ations.
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So the next question that comes up is: where

do

we go fromhere? Right now we are waiting for the O ficg of

Research to provide us with a rul emaking plan for Part 33.

That's due to our office by the end of this nonth.

Based on what they propose, we'll review that
decide if we want to go forward with that. [If we do go
forward, it will go to the Conmm ssion. The Commi ssion wi

and

make a deci si on whet her we proceed on rul emaki ng, and al gng

with those recommendati ons where we go.
We are due to have a proposed rule issued in

Federal Register by Decenber of this year if we do go aldg

that route. So we're pretty nmuch in a wait node right ng
Once we get to the end of this nonth, then we'll be novin
forward and back to the Conm ssion with that.

And any questions on Part 33?7 Okay.

MEMBER GRAHAM | have a question just on the
whol e i ssue of rulemaking plans. |s there an outline? T
still fromny perspective is a black box. | don't undersg

what those three --

MR. CAMPER: No, there's a nmanagenent directi
6.3 or 6.33, | think, that describes the rul emaking pl an
t he rul emaki ng process and the rul emaking plan is discuss
within there. W can get you a copy of that if you'd |iK

MEMBER GRAHAM  And is that truly an onerous

g

hat

t and

or

ed

e.

docunent or --
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MR. CAMPER: No, no. |It's actually about hal
a Tom Cl ancy novel .

MEMBER GRAHAM  But does it read as fast?

MS. HANEY: No.

MR. CAMPER: No, it doesn't read nearly as fa
| can tell you that.

MEMBER GRAHAM  Refresh ny nmenory. The reaso
that we got into this discussion in the first place was

noti vated by why? W went out and asked, and from what |

|72}
~+

hearing the vast majority of the people that responded sgid it

ain't broke; don't fix it.

MR. CAMPER: You nean what got us to Part 33?

MS. HANEY: \What got us to Part 337

MEMBER GRAHAM  What got us into this discuss
of whether we ought to revise it?

MR. CAMPER: There were three reasons that go
| ooking at this. Let ne do the one that is probably the
pal at abl e first.

There was a couple of events that occurred
i nvol ving P-32 in which individuals received uptakes of H
nost |ikely through malicious intent, although the concer
or that grew out of that is are materials being adequat el
controll ed, secured, and accounted for?

On a nore positive vein, the two things that

on

| east

32,
n was

y

wer e

goi ng on about the sanme tinme, and these were goi ng on bef
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the P-32 events, although one | ooks at Part 33 for broad
licenses, you will find a very skeletal regulation. What
happened with broad scope licensing is that for years and
years and years now a process has devel oped in |icensing
and t hrough gui dance docunents that support a very signif
and large |icensing program

Broad scope |icensees, as you know, are very
conplex entities, and it's difficult, frankly, to pick up
33 and see the regulatory franmework for what we actually
i censing broad scope |icenses, and so the feeling was ws
really should be regulating this conmplex programthrough
appropriate regulatory framework that undergoes the publ
process rather than through an el aborate network of guidg
and |icensing protocols.

And the third thing is that there was a desir
as is allowed in Part 50, for broad scope licensees to ha
the clear authority for making substantial changes in theg
program wi t hout having to seek prior approval fromthe Ad
as allowed by the flexibility in a manner simlar to what
currently allowed for Part 50 |icenses.

So there were three primary notivating, drivi
forces to take a | ook at Part 33.

CHAI RMAN STI TT:  Aubrey.

MR. GODW N: Just as a side comment, the

scope

has

space

i cant

Part

do in

an

c

nce

D

ve

r

ency,

conpatibility group that reviewed the NRC regul ati ons for
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conpatibility, | believe I'"mcorrect in saying that they

determ ned that all of 33 was not a conpatibility require

ment s

on the states. At | east that commttee did not feel it was

needed as an absol ute requirenment for having a safe progr

MR. CAMPER: Yeah, what Aubrey is referring t
the Comm ssion's entire conpatibility or the agreenent st
programin ternms of adequacy and conpatibility has been
under goi ng sone review by the Conmm ssion now for sone tin
signi ficant changes are under consideration by the Conm g
as we speak, and as part of that process, a task group wa
formed consisting of agreenent state regulators and NRC
regulators in which they went through and took a | ook at
regul ation that we have, and through the establishnent of
set of criteria then tried to determ ne and nmake suggesti
as to what |evels of conpatibility should be assigned to
t he regul ations.

And you know, we have Division 1, 2, 3 and 4,
what they actually created was a new nonencl ature and son
subsets and characterized how regul ati ons should be assig
in terns of conpatibility, and that's under consideration
part of the overall policy change under consideration now
t he Comm ssi on.

CHAI RMAN STI TT: Jeff, go ahead.

am
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MEMBER W LLI AMSON: Yeah, ny nmenory is rather
foggy about what our consensus recommendati ons were at th

| ast nmeeting. Could you summarize thenf

MR. CAMPER: | can't, no. | don't have that
front of me. | nean we have to go back and --
MEMBER W LLI AMSON: Well, let's see. Was tha

the | ast neeting?

MR. CAMPER: Well, we have the m nutes. That
what |'m saying. Was that the last nmeeting? |If not, we
get them | don't want to try to resurrect a consensus
this steamcommttee off the top of nmy head. 1'd rather
back. We'Il get it for you if we don't have it.

CHAI RMAN STITT: Jeff, | can't renmemnber

specifics, but there were a | ot of general comments sort
along the line of John's phrase "if it ain't broke, don't
it," but John.

MEMBER GRAHAM  Well, in light of the public
comment that has been received, | would suggest that the
may want to comruni cate to the Conm ssion that the board
|icenses are, by definition, broad, and an attenpt to red
t hese prograns by rulemaking could limt the public benef
gain through activities perfornmed by these progranms with
scope licenses, and that we recomend retention of the cu

regul atory approach, and |I'Il throw it out just for

di scussi on.
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CHAI RMAN STITT: Is this like a nmotion?

MEMBER GRAHAM  Ri ght now - -

CHAI RMAN STITT: Discuss it for the tinme bein

MEMBER GRAHAM If it's going back to the
Comm ssion, | guess |'m questioning whether we ought to s
recommendation, and | think that is a sunmary of the
di scussi on we had in Novenber.

MR. CAMPER: Yeah, | was going to say I'm |l oo
t hrough the --

MEMBER GRAHAM  The only area | think we m gh
have had di scussion going the other way was on this issusg
whet her the broad scope licensees should be able to make
anmendnments or changes. Let nme find the verbiage.

M5. HANEY: |t was the mnisterial changes.

MEMBER GRAHAM  Exactly. If anything, they w
proposi ng that they would widen it, open it up, nmake it n
broad, nore flexible.

MR. CAMPER: | don't see that.

MS. HANEY: That was di scussed in the My
neeting, Larry.

MR. CAMPER: Yeah, | was going to say it wasn
in the Novenber neeting.

MS. HANEY: They gave a status report in the

Novenber neeting.

end a

Ki ng

of
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MR. CAMPER: Right. So it nust have been the| May
neeting. What we'll do is we'll resurrect the m nutes and
share with you exactly what the Commttee had to say in tlerns
of its findings. | think John's point is right. As | rgcall,
many of the Commttee's comments were very simlar to the
comments that Cathy has shown here.

| think John probably characterized it just apout
where you ended up, but we'll pull that up.

CHAI RMAN STITT: | think that's reasonabl e.

We've got all norning, but we could review what we said, |think

about it again, and make a sunmary statenent. |t nmkes

| ook |Iike we are review ng our work and that we do have gone

consi stency to our approach. | think that would nmake a
fitting -- | assunme you wote down what you were just sayi ng.

MEMBER GRAHAM  Yes.

CHAI RMAN STI TT: Good. Are there other commepts
for Cathy?

Jeff, did you have sonething or did you alreafy
say it?

MEMBER W LLI AMSON:  Well, | guess perhaps |
should wait till we see the mnutes. | renenber having gone
concern about the accounting and security requirements bdging
driven by these one or two incidents, and so | was curious to

know how the final rule --
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CHAI RMAN STITT: Right. | renmenber we had a
of di scussion about cl osed door coffee breaks.

MEMBER W LLI AMSON: To what extent the rule w
nodi fied to reflect our recommendations, if it was nodifi
al | .

CHAI RMAN STI TT: Let's see what our own m nut
show us.

MEMBER FLYNN: There was a | ot of discussion
as to where to draw the line. [If you go into a |lab and
there's a m nute anmount of diagnostic isotope in some col
or some experiment that's going on, and should that |ab b
totally | ocked up and secured at all tinmes if the buildin
sone --

CHAI RVAN STI TT: Ri ght .

MEMBER FLYNN: We had a lot of problemwth w
to draw the |ine.

MR. CAMPER: Also, too, | nmean -- and you
probably know this -- but, | nmean, depending on what hapqg

if the staff proceeds with the rulemaking plan or if it

proceeds with a proposed rule, obviously you will be int
|l oop on that. It will be a specific agenda itemin which
you'l | be asked to provide input, of course.

MEMBER SWANSON: Havi ng not read the current

broad |icense regulations prior to this neeting, is there

ot

S

ed at

al so

um
e

g has

her e

ens,

he

sone

ki nd of a performance standard in there, in the regulatid
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about reporting structures and insuring that it reports t
appropriate adm ni strative person having authority over t
pr ogr anf?

MR. CAMPER:. M recollection is not, no. Par
is extrenely limted.

MEMBER SWANSON: The only reason why | say th
there is, you know, a growing trend out there for fraud
license institutions, big medical institutions, to be
acquiring other practices, and you know, what we're seein
the University of Pittsburgh, and | think actually a cong
is pressure being put on the institutional radiation safg
office to assume responsibility for private practices tha
institution has acquired.

And the concern that then comes up is: what
the -- you know, how does that private practice report
adm ni stratively to the person in the institution that
oversees that progranf

CHAI RMAN STITT: Yeah, let's hear from John,
Dan, are you in that sanme situation with sonme of the
institutions being brought up there?

MEMBER FLYNN: Yeah. |I'mnot sure howit's b
handl ed, quite frankly.

CHAI RVAN STI TT: John.

MEMBER GRAHAM Well, the first observation

o the

he

At ,

g at

ern,

t the

and,

i ng

most

of those acquired private practices by definition cease t
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a private practice. So we treat it as it's becone part g
|l egal entity. 1've never met a programat a |arge heal th
system t hat was headed up by a physician or a group of
physi ci ans that were shy. They tend to be sone of our
heavi est hitters.

We throw the wei ght of the corporate structur
behind them t hrough the radiation safety program the
radi ati on safety commttee. So their own egos tend to nH
sure they keep control of what they want to control, and
throw t he wei ght of the organi zati on behind them

So | don't know that it's a true organi zation
I ssue. Corporations are struggling with the reality that
bought somet hing. You bought everything. You didn't jus
the volume and the activity. You bought everything that
with that practice, and you'd better nmake sure your whol g
corporation has tal ked through what it neans.

So | agree that that needs to occur, but | do
know t hat there's anything you could change a regul ation
woul d facilitate that process.

CHAI RMAN STITT: Aubrey, did you have a comme

MR. GODWN: The nulti-site issues is one tha

very real, but it's not limted just to broad |licenses, 3§

you need to recognize that. Whenever a hospital corporatji

buys several units in different cities and even in differ

f our

care

D

ke

Al

you

goes

states, they obviously want to minim ze their paynments w
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taxes, and they want to get one |icense to cover them al
t hey could, and so you have to | ook at that and then
realistically |ook at how are they exercising control, an
|l ot of times it goes to such things as who signs the payg
that kind of arrangenent, and who signs the personnel
eval uati ons on the personnel.

These are issues that probably are not real
amenable in terns of just that one regulation, but it's a
i ssue both for broad and non-broad |icenses.

MEMBER GRAHAM  Larry, maybe you can clarify.
The issue of including multi-site facilities | thought at
| east was a suggestion to nove in the direction that ther
woul d be one corporate entity, but that m ght not have th
sanme |level of control, and if | understood your feedback,
seven of the respondees said you shouldn't change it.

MS. HANEY: That's correct.

MEMBER GRAHAM  And only one said change it?

MS. HANEY: Ri ght.

MEMBER GRAHAM  So, again, | think if we left
the way it is, it's a balance of public safety versus brg
scope license flexibility.

MR. CAMPER: A couple of things. Dennis'’
question first. No, it's not specifically addressed in F

33, and if one |ooks at Part 33, you really find it's liK

pages, two, two and a half pages in the code. There's vsg
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little there. | mean basically the types of broad scope
| i censes are described, the need to have a |icense, sone
conditions which can't be done in a broad scope |icense,
violations, crimnal penalties, and so forth.

There's al nost nothing there, and that's one
the things that troubled us imensely, was if we have a
i censing process in place today for very large facilitisg
very conplex facilities, that has grown up in licensing S
and all of those practices and procedures and requirenment
that we inpose have never undergone the public scrutiny g
rul emaki ng process, and that seens to be illogical, to |
such conpl ex prograns in the absence of a clear regul ator
structure.

So we wanted to try to get Part 33, you know,
where it was nmuch nore clear as to how broad scopes are
structured. Now, Donna-Beth was pointing out to me that
course, other parts apply. For exanple, broad scopes ar¢g
doi ng nedi cal uses, you know, Part 35. Sone of the
requi rements of Part 35 are inposed upon broad scope |ics
and other parts can apply as well.

But, once again, it's done through |license
condition. Okay? And so what we're trying to do is make
very clear what the broad scope programis all about.

The question of multi-sites, | nean, we do ha

S,
pace

S

cense

y

nsees

but

sone |licensees already that are not broad scope |icenses,
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are nulti-site licensees. | mean the one that comes to n
nost readily is Syncor Corporation, recently consolidated
t hi nk, sonmething on the order of 30 separate |licenses int
license that's nmulti-site.

Anot her | arge commerci al radi opharmcy concer
has expressed an interest in doing that as well.

CHAI RMAN STITT: Jeff first and then Dan and
Judi t h.

MEMBER W LLI AMSON:  Yeah, |'m kind of puzzled
some of the discussion concerning the managenent of acqui
private practices by the hone institution. |Isn't that cg
in Part 35 and has nothing to do with Part 33 if it's a
medi cal facility?

MR. CAMPER: Well, what's covered in Part 35
that there nust be a license, and a |icense can be issued
either a private practice scenario or to an institution,
that doesn't get into, you know, these issues of who ownsg
acqui sitions and so forth. It sinply means that a |icens
to be in place, and the thrust of all of that, of course,
t he conduct of the radiation safety program

MEMBER W LLI AMSON: Yes. Well, for a nedical
institution with a broad scope nedical |icense, Part 33
operative; is that correct?

MR. CAMPER: No, Part 33 is operative for a b

1 nd

0 one

by
r ed

ver ed

to
but
and

e has

use

S not

r oad

scope license, and broad scope |icenses have inposed uporn
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sonme of the requirenents of Part 33, and that's done thrg
the license condition, but the license is a broad scope

i cense issued under the authority in Part 33.

Part 30 applies. Part 33 applies, and condit
or parts of other subparts, like Part 35, are inposed by
condi tion

MEMBER FLYNN: | had a question. On the Indi

Pennsyl vani a accident in ternms of the one entity having n
sites and that under one |license there were nulti-sites t
were di stant from each other under the one |license, does
i censing condition nmeet that situation in terms of, let’
say, for exanple, the oversight of the radiation safety
of ficer of each of these sites and the functioning, wheth
there's a functional radiation safety commttee that cou
effectively cover nulti-sites which are sone distance frg
each ot her?

Did the licensing conditions -- did they brea
down in that situation? Could they address a future prob
of that type or sone other type where there doesn't appea
be enough oversight by the RSO on each of the facilities
i nvol ved?

MR. CAMPER: Well, in the case of the Indiana
Pennsyl vani a i nci dent, obviously there were sonme on-site,

first-hand problens that, of course, created the unfortun

ugh

ons

ana,
ul ti -
hat

t he

er

d

N

em
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NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

349

fatality, and there were regul ations that were not foll owed by

the staff in attendance at the tine.

In addition to that though, and when we | ooke

t hat organi zation in total, there were problens that werg

uncovered with regards to control and managenent of the
conplex at large, given that there were nultiple sites
i nvol ved. Yes, there was sonme of that, as well.

So there were really two separate kinds of

t hi ngs.

MEMBER FLYNN: Right. |[|'mtalking about the
second issue. | know about the first.

MR. CAMPER: | understand. | don't recall an

clear indication that that managenment problem you know,
the cause or at |east a partial cause of the event that
occurred in the one center though, but, yes, we did find
probl ens, and, yes, we did cause certain changes to take
in that particular organization in terms of its multi-sit
conpl ex.

Now, having said that, what we do, on one han
we have to recognize and be flexible to the changing dyn3g
in the health care industry. | nmean, clearly, as you al
know, business is being done differently. W don't thinK
appropriate, on one hand, for a regulatory agency to not

recogni ze those changi ng dynam cs.

was

pl ace

e
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What's essential though in that process is th
we insure that an adequate set of controls and processes
in place to allow nultiple sites to be nmanaged.

For example, in the case of the Syncor situat

At

are

on,

just as an exanple, they have a radiation safety commttge.

They have a conpl ex managenent structure involving a corgorate

radi ati on safety officer. They have an organi zation in pl ace

that nonitors the various sites, that conducts audits of
sites. They have feedback nmechani sns where information
channeled to the radiation safety conmttee.

The radi ation safety comm ttee has eval uati on
processes they go through, and we | ooked for all of that
before issuing the multi-site |icense.

So the licensee, if you're going to have nult
sites, then obviously you have to have a conpl ex manageng
structure to manage nultiple sites.

MEMBER FLYNN: Well, my question is then: do
New Regul ation bring something nore in addition to what
could control under just licensing conditions for specifi
situations?

MR. CAMPER: No, | think that you can certain
do an adequate job of protecting public health and safety
I mposi ng managenent operating conditions on |licensees thr

the licensing process. | nmean we have done that and the

t he

S

pl e

nt

[{%)
(7))

ou

c

and

ough

agreenent states have done that successfully for years.
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The issue though is that when you inpose lice
conditions, you're not doing that in the sunlight of the
regul atory process, if you will. In other words, those
requi rements are never subjected to the rul enaki ng proces
the scrutiny of public comments.

| f one | ooks at Part 33 today and then one | o
at a broad scope license and the conditions that are inpg
our concern was that we had this el aborate set of conditi
that we inpose. Yes, they work. Yes, they protect publ
health and safety. No, they're not broke, but they've ng
undergone the scrutiny of the public rul emaki ng process.

We t hought that they shoul d.

CHAI RMAN STITT: Judith is first and then
Kennet h.

MEMBER BROWN: Well, I'mgoing to be bold bec
this is my last nmeeting. This is my |last neeting, right?7

(Laughter.)

CHAI RVAN STITT: We'll make sure that it is.

MEMBER BROWN: Well, | found this discussion
generic as to leave nme struggling with what are we talkin
about, and | think I've caught on, but it's taken ne the
previous 20 m nutes, and when you tal k about incidents, |
don't know if you're tal king about the intentional thing

Nl H or the accidental thing at WI| kes-Barre or the accids

nse

s and

Dk's
sed,
ons
c

ver

AausSe

g

at

nt al

thing at Indiana, Pennsylvani a.
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| just pity the next person who sits in ny se

to try and keep up with what's going on here when peopl e
aren't really tal king about what the inpetus for even |og@

at Part 33 is.

| don't know how many people around the table
Part 33, you know, in daily conversation, you know, outsi
this building, but I think just as a general adnoni shnent
you all need to be -- "you all"; I've been sitting next t
Aubr ey.

(Laughter.)

MEMBER BROWN: |'m sorry.

MR. GODW N: Pretty soon you'll say "you' uns.
Okay?

MEMBER BROWN: That's right.

That | would |ike to see the staff be much no
down to earth so that John, who's really bright, isn't sa
"Refresh ny nmenory," and Jeff, who's really bright, isn't
sayi ng, "Wat did we say now?"

| don't think I"mthe only one even though I'
t he best position to be confused. So | renenber in the g
peopl e being nore direct, and | would appreciate for the
person who sits here kind of a sunmary. The reason we'rsg

| ooking at this is because these things happened.

At

ki ng

use
de of
t hat

o

[ €

yi ng,

min
ast

next
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Now, having said that, | have some questions.
Has anyt hi ng el se happened? And what exact incidents arsg
tal ki ng about that a revision of Part 33 would correct?

MR. CAMPER: Well, | have the m nutes now fro
last tinme, and you'll find there's about seven or eight p

of the m nutes are associated with the di scussion of the

revision of Part 33, and a | ot of questions were explored
the Commttee at that tinme. In fact, there's about -- |
know -- nine or ten of them and then there's sone

recomendations fromthe Commttee, which we can step thr
if you'd like.

But the incidents that | was referring to tha
happened at the sanme tinme that we had al ready begun to | g
Part 33 are the two Phosphorus-32 events, one of which
occurred at NIH --

MEMBER BROWN: Ri ght .

MR. CAMPER: -- and one of which occurred at
and they were cases in which an individual ingested P-32
apparently froma malicious intent.

MEMBER BROWN: Okay. Thank you.

There has not been anything remarkabl e since
W | kes-Barre thing that was shown to be a technician who
a mstake; is that correct? Nothing to add?

MR. CAMPER: No, that's correct.

m
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MEMBER BROWN: So it really does seemto be a
blip, not a trend, as people were afraid when those two t
foll owed each other so quickly?

MR. CAMPER: Per haps.

MEMBER BROWN: The ot her question | have is i
the commenters that responded. In the list it says priv§g
citizens, and |I'm wondering who were these people. Were

l'i ke former ACMJUI nenbers or are there any really private

citizens who know anyt hi ng about what we're tal king about|~

MS. HANEY: We can check and |l et you know.

MEMBER BROWN:  Okay.

CHAI RMAN STI TT: Good comments, Judith. Yeah
we're lucky we have John and you to nake those "gee, coul
refresh nmy nenory" comments. Several of us were going, "
have no idea what this is regarding."”

A copy of our mnutes are still hot off the
copier. Do people want to | ook through these while we'r¢g
continui ng our discussion so that we can get back to John
coment ?

Jeff, did you have a question a while ago or,
It was Dennis. You had a comment?

MEMBER SWANSON: | was just going to finish u

my concern about what's happening in the nmedical practics.

think what we're seeing out there is that the institution

hi ngs

t hese

2

d you

no,

b on

acquiring froma business perspective these practices in
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a rapid manner that it's difficult for the infrastructurg to

keep up with the institution, and this goes beyond the
radi ati on safety commttee. This goes to IRBs. It goes
| egal counsel, | egal counsel being the people that would
define the reporting structure, et cetera.

And at the sane tine, the infrastructures are

asked to begin to assunme responsibility for these other dites,

and where our thinking is at sort of right now, because we're

definitely in that node -- the institution is acquiring

practices every day -- you know, we're a little concerned and

rightfully concerned that until we have that nanagenent

structure fully defined and until we have the controls and

systems in place, that we have to keep these other

institutions with their individual |icenses because it pyts

t he whol e program at jeopardy if we were to take them und
our broad license at that point.

So that's just to summari ze where we're at w
this, and I think this is sonmething that everybody is out
there facing right now, that the NRC needs to be aware of
they go and | ook at these situations.

CHAI RMAN STI TT:  Aubrey.

MR. GODWN:. | think if you | ook at both NRC
all the agreement states you'll find that merely serving

institution doesn't really legally transfer the license @

when

changes to the license. So froma very strict |egal poin
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view, yeah, you can sell it, but you can't do any changes
until the appropriate regulatory authority agrees with th
changes, and that's a rather key point, and this is true
whether it's for a broad |icense or a non-broad |icense.

The key issues the states felt now on the bro
i cense issues, which | sort of separate these two out --
see that nmulti-facility thing as being sort of a generic
probl em across the board, not just with the broad |icenss
but the states felt that the broad |licenses could be issu
wi t hout having Part 33 because there's really nothing in
t hat gives you that nuch guidance. It basically just say
you're going to classify things nore than anything el se.
really doesn't give you anything that, | guess, Parts 30
31 or 32 have in them So the states didn't see any real
advant age to having 33.

The phil osophical point though that is very r
Is that many broad |licenses have essentially the identic§
conditions in themthat are repeated over and over, and t
basically constitutes a rul emaki ng agai nst a certain clas
i censes that does not go through the adm nistrative prog
and it's sort of a key point, you know, that they have tg
an eye on in their regul atory business.

These conditions, when they're inposed routin

wi t hout going through the regul atory process are being pJ

ose

ad

S --

ed

33

s how

and

you in such a way that the applicant is not in an effecti

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

357

position to argue about it. |If the condition is put on t
he wants his license. He's out of business until he gets
i cense, and so he's at a trenmendous di sadvantage to say,
"That's not a proper condition to be on ny license," and
it's put on there, it's alnost inpossible to argue to get
of f.

So that's where the regul atory people are com
from when they say, you know, we need to get sone of thes
standard conditions that we're inposing routinely on brog
i censees; at |east give a chance for the public to have
i nput on it.

CHAI RMAN STI TT: Larry Canper and then John.

MR. CAMPER: | have a coment and then a ques
for the Commttee. |'ve gone back through the m nutes, 3§
t he discussion of the Part 33, and | quickly counted abo(

or 14 positions expressed by the Conmttee on this rul ens

These are characterized as "ACMJI believes th
or "ACMUJUI agrees that" and so forth and so on. So you di
have a substantial amount of thoughts and observati ons an

suggesti ons.

her e,

t hat

once

ng

e

d

sone

i on

nd

Ki ng.

S

Now, what |I'mwestling with though is a proc
question. | nmean what we're doing here this norning is s
of giving you a status report. There's a nunber of thing
goi ng on here, but obviously you still have a |lot of inte
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in this particular issue as a result of hearing the staty
report.

And | guess what |'m wondering is, you know,
what's the best way to facilitate this |evel of interest

the Commttee at this point. |In other words, | ook at t

and | say: here was an issue that was discussed with yod.

You provided substantial input. There's sonme, you know,
recall, and that's understandable. You know, what do we
about this? Wat do we say about that?

And | guess what I'mtrying to struggle with
what's the best process so that you can readily recall or
know, renmenmber what you had to say or what your concerns
because here what |'mdoing is we're dealing with a stat(
report only. You have a |lot of issues here, concerns abg
it. You did have a lot of input. 1Is there sonme better v
what do you need? What can help you deal with this issug
better?

| mean obviously if we go forward, you' re goi
to see this as a proposed rule and so forth. You'll have
opportunities to inpact that, and so forth. So I'mtryin
under stand what can we do nore to help you with this issy

MEMBER BROWN: What would help me, as | said,
just with a status report, nore of an opening paragraph.

you recall, we discussed this at your nmeeting, and it was

S

by
hi s

say

, you
wer e
S

ut

jay or

gto

e.

n AS

because these things happened, and you all thought X, Y,
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Z, and 1'd like to tell you what the rest of the world th
since we opened it up to discussion.”

That would help me, and it would help the nex
consumer representative who sits in this spot or the next
person who hasn't been with the Comm ttee.

CHAI RMAN STITT: Well, | think, Larry, I'mno
sure that the Commttee wants to do sonething. | think t
you assessed it correctly. There's a lot of interest in
Committee when you | ook at our mnutes, and | appreciate
havi ng those to refresh ourselves.

We are interested, and we do want to make sur
you understand we want to see it again and continue to beg
i nvol ved.

MR. CAMPER: | think one thing that woul d hel
woul d be, if nothing else, maybe just -- you know, we shg
al ways provide the mnutes fromthe last tinme or maybe th
m nut es ought to be included in the book if there's going
be sonething on the status reports. At |east that way ydg
have it readily avail able at your fingertips to see.

And the other thing I think I'm hearing then
when we give these status reports, rather than just tell
you where it is in the process, sonme recall of at |east
it was about and what was motivating this initiative woul

hel pful .

ought

hat

t he

D

ul d
e

to

ng
hat

d be

Ckay. That's great.
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CHAI RMAN STITT: It would be, but as you know

there are sonme that are nore pro forma, and there are others

that we have a depth of interest in. So it is somewhat
vari abl e.

MR. CAMPER: Ckay.

CHAI RMAN STITT: John, you have a comrent?

MEMBER GRAHAM  Well, | think just two
observati ons.

One is ny understanding, and |I'mrenenbering

t he di scussion back in May now that |'ve seen the m nutes.

wasn't that broad scope |licensees were conpl aining that 3
these weird quirks had been folded into the licensing pr§g
which we're making their life inpossible. So it wasn't |
that was an issue they were raising, that if we brought i
into the bright sunlight of rulemaking, it would correct

si tuati on.

And at the tinme it was brought to us stated a
sonet hing that was inevitably happening, that this was arn
advanced notice of proposed rul emaki ng, and we were asked
in May to discuss questions that would be published for ¢
comment, and a | ot of our discussion was we don't know th
you need to get into advanced rul emaking at all. Ckay.
don't think questions need to be asked, but if you're goi

ask them then we spent a day debating what would be the

al |

ctice

i ke

t out

t he

L)

back
ublic

at

ng to

responses.
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So | think, you know, the only observation fo
the mnutes that I'Il make is that Dr. Siegel agreed that
appears that the staff is reacting to events that may not
been preventable by the |licensees. Carl Paperiello, Dirg
of Nucl ear Safety and Saf eguards, indicated that the staf
al ready had plans to revise Part 33 before these events.

You know, we had this huge train rolling over
We said, "Okay. The train has left. W'IIl talk about th
questions.”

Now t he public comments conme back, and | thin
just need to consider as a Conmttee whether we want to
reiterate that the broad scope licensing practice appears
be wor ki ng.

CHAI RMAN STITT: Well, the | ast paragraph say
that ACMJUI will have additional opportunities to coment
your | anguage after public coments are received and anal
and, folks, that's where we are today.

So other commentary? And then I'Il go back t
John for a summary. Anybody el se want to?

| also think this is kind of the crowning blo
Barry got his yo-yo, too, and it's sort of a fitting end
his term

John, do you want to restate your --

MEMBER GRAHAM Yeah, | would reconmmend t hat

have

ctor

—

us.

ese

K we

to

[°2)

on

yzed,

O

W of

ACMUI communi cates to the Comm ssion that broad scope |ig
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are, by definition, broad and an attenpt to regul ate thege

prograns by rulemaking could limt the public benefit gai
t hrough activities perfornmed by progranms with broad scopg
i censes, and we recommend retention of the current regu
appr oach.

So noved.

MEMBER NELP: Second.

CHAI RVAN STI TT: Commentary?

Watch out, guys, is all | can say. She's on
side of the table.

MEMBER BROWN: What if | only like the last p
"we recomend the current regul atory approach,” and | don
li ke the preanmble? How do | vote?

PARTI CI PANT: W th your conscience.

MEMBER GRAHAM This is a flexible group. |
don't have any problemw th the preanble becom ng just th
pr eanbl e.

CHAI RMAN STI TT: And that the notion would be
latter part?

MEMBER BROWN:  You see, | think we should
recommend - -

MEMBER GRAHAM  Yes.

MEMBER BROWN: -- the current regul atory appr

for very different reasons than you recommended.

ned

atory

your

art,

—+

at,

t he

pach

MEMBER GRAHAM  All right. Fine.
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MEMBER BROWN: And | would like to on ny | ast
vote with the Commttee. I|I'mreally trying here.
MEMBER GRAHAM So if | understand it, I'm

getting a recomended anendnment that ACMJI reconmmends
retention of the current regul atory approach for broad sg
i censes.

MEMBER BROWN: That woul d be great, and then
all could say whatever you all want.

MEMBER GRAHAM | accept that anmendnent.

MEMBER BROWN: Oh, that'd be great.

CHAI RMAN STITT: |I'mglad you noved from next
Aubr ey because you used two "you alls" just in trying to
t hat statenent.

MEMBER BROMWN: |'mgoing to be bringing it ho
with me | know.

CHAI RMAN STITT: All right. Now, parlianenta
procedure-wi se, what are we stuck with?

MEMBER GRAHAM We had a notion. W had a
proposed anmendnent. It was accepted.

CHAI RMAN STI TT:  Ckay.

MEMBER GRAHAM | don't know if | ever heard
second in there even of the notion.

MEMBER BROWN: |'d second.

CHAI RMAN STITT: All right. W're in good sh

day

ope

you

to

mak e

e

Ape

t hen, Jeffrey.
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MEMBER W LLI AMSON: |I'm not sure it's a very
position for this Commttee to take. | think that |icens
gui dance can be highly arbitrary and prescriptive and it
be better to have some framework of published rules that
potential |icensees can use as an argunment against capriog
i censing personnel and to argue that this, you know, goi
too far.

CHAI RMAN STITT: That presunme that you know w
the rules are going to be and that they are not detrinent
what ever one's viewpoint is.

MEMBER W LLI AMSON:  Well, we did see a draft
the proposed rules, and | don't have themin front of ne,
as | recall, there was sonme attenpt to nmitigate the
prescriptiveness and have a performance based criterion
part. | think we have to assune that probably the curren
| i censi ng gui dance, which | don't know if we went through
per haps even nore Draconian than the proposed, the advang
proposed rul e or whatever one wants to call that version,

So I'"'mjust not sure it's a very wise positio
take. It mght be better to take this position after we
the revised rule during the next iteration of review, and
if it appears unsatisfactory conpared to the current syst
and the existing licensing guidance, it m ght be wi se, yo

know, to reconsider and perhaps review John's anendnent 3

good

ng

m ght

i ous

ng

but

n

—

ed

was.

see

t hen

em
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that time, in the light of a nore considered review of al
mat eri al s.

CHAI RMAN STITT: | do think what John's j ust
proposed is a reasonable summary of what the Committee s9
May, after, again, review ng our own notes.

MEMBER GRAHAM  Just one very brief comment,
Jeff. If we were sitting in a perfect, rational world an
woul d have the nost informed individuals devel opi ng that
rul emaking in a perfect setting and they woul d be revi ews
approved in that context, fine. | wll continue to expre
fear that they'll fall inside a black box, and when they
back out, we'll be sitting here agonizing for a day and a
over the fact the final rules are going to place onerous
restrictions on current broad |icense activities that are
going to limt the ability to provide as nuch public beng
as | think they do now.

They're a very isolated class of |license. Th
are very unusual organizations that have them | think
they're on the cutting edge of nmaking inprovenents in heg
care. I'mnot willing to risk losing all that because th
enough opportunity to lose control of that rul emaking pro
and |'m not sure that we gain nuch.

CHAI RMAN STI TT: Lou.

MEMBER WAGNER: As everyone notices, |I'm wear

| the

idin

d we

d and

SS a

cone

hal f

l'th

ere's

Ccess,

ng

sungl asses. That's because |'ve becone photophobic. | N
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terri bl e headache devel opi ng behind ny eye, and the brigh
lights are bothering nme here.

But | think the intent of your proposal is to
give the message to the Comm ssion that there's no need t
tighten restrictions. | don't |like the wordi ng because
don't think it gets that nessage across conpletely, but |
going to support it because | think that's the intent of
and as long as that's the intent and the general nessage
getting across, that's what should be said.

CHAI RMAN STI TT: Thank you, Lou.

Jeff.
MEMBER W LLI AMSON:  Well, | can certainly sup
the intent if that's the intent. So | would support the

proposal if we could phrase it that way, to suggest that
what ever happens, it shoul d incorporate appropriate |evel
flexibility and not be prescriptive.

CHAI RMAN STITT: John, do you want to read it

agai n?

MEMBER GRAHAM  Well, | think we stripped it
to the ACMUI recomrends retention of the current regul atg
approach for Section 33, and inplicit -- okay. So that's
not i on.

Implicit in that nmotion is the anount of

flexibility that has been in it to date, and I"'mtruly tr

—

o

bor t

of

down

ry

t he

ying

to bal ance your concerns, as a nmmjor broad scope provider
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Judith's concerns that we don't throw the baby out with t
bat h wat er.

MEMBER NELP: Call for the question.

CHAI RMAN STITT: All right. Let's do that.

Al'l those in favor, raise your hands.

(Show of hands.)

CHAI RMAN STITT: All those opposed?

(Show of hands.)

CHAI RMAN STITT: All right. You get the
opportunity to explain your vote.

MEMBER W LLI AMSON: Yeah, | feel that the

he

i mplication of the motion is that the Comm ssion shoul d not

undertake any rul emaking activities with regard to Part 33,

and | don't feel in a position to be able to assess the
rigidity and flexibility of the current process relate tg
m ght happen at this tine.

CHAI RMAN STITT: All right. | think we're do
with that section then.

Who' s next on the agenda?

MS. HANEY: | am

CHAI RVAN STI TT: Are you?

MS. HANEY: | stay. | feel that way.

Let me just add, to respond to Judith, the

private individuals. One individual works for the Navy's

what
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master material license, but he provided comments as an
i ndi vi dual and not for the |icensee.

The other individual was a certified health
physi ci st that provided coments.

MEMBER BROWN: Maybe in one of the institutio
that was affected by the incidents?

M5. HANEY: | can't tell fromthe one letter
whet her he does work for a broad scope |icensee or not.

MEMBER BROWN: Okay. Thank you for checking
t hat .

MS. HANEY: Okay. The next subject is the
revision to 10 CFR 35.75. This particular item has been
di scussed with the ACMJI probably for the last four years

and off at different stages of it as we've gone through

This particular rulemaking started in response to a petit|i

Currently Part 33 requires that prior to
rel easi ng an individual from confinenment after they' ve bsg
adm ni stered radi oactive materials, the body burden has t
|l ess than 30 mlIlicuries or the radiation level is 5 nR @
| ess at a neter.

VWhat this rule did was nake it a dose based

rel ease requirenment rather than putting in an activity I|i
If soneone that canme in proximty with the patient -- thdi
dose woul d not exceed 500 mlIlirem-- the |licensee could

on

—+

en

o0 be

mt.

rel ease them from confi nenent.
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The final rule was published in the Eederal
Regi ster on January 29th of this year. The effective dat

the rule is May 29th of 1997.

Okay. In order to help our licensees in
conplying with the rule, Reg. Guide 8.39, release of pati
adm ni stered radi oactive material, was devel oped. It wag

i ssued in draft. W received nunmerous comrents. The con
were incorporated into the final version.

| believe it was probably about four weeks ag
sent to the ACMJl the proposed final docunent for one |as
| ook. We did receive some comments fromthe ACMJUI. Rath
t han goi ng through them one by one at this time and using
time, | didn't plan to do that, but | would be happy to ¢
through with the individual comenters what we did with t
comment s.

But | would like to make a couple of statenen
The majority of the comments were taken. They m ght not
been taken verbatim but the intent was incorporated.

The particular sections that you commented on

al so got comments fromour O fice of General Counsel, O ffi

of Enforcenent, and we basically were blending all of the
comments in together. So, as | said, | believe the inten
the coments were taken.

VWhat are the big changes, at least that | fel

e of

ents

ment s

D we

—+

er

t he

heir

have

the big coments that we received? Dennis Swanson provid
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a significant nunber of comments that had to do with defi
our basis for determining the release criteria for exposu
fromsone of the beta emtters, P-32, Strontium 89, and
Nut r obi um 90 (phonetic).

VWhat we did in that case is we took the nunbe
out of the reg. guide and we put in a footnote there that
that the activity and dose rates were not applicable bec3
of m ni mal exposures to the public. The draft version or
proposed final contained an actual activity |evel there,
on goi ng back to determ ne how that activity was determn
we felt it was better to not put that activity in there 3
with just the not applicable status.

There were sonme comments that we were not abl
address because it really went back to the rule | anguage,
which at this point we did not have the flexibility of
changing the rule | anguage. So we were using that as a
starting point and going fromthere.

But, as | said, I'll be happy to go through w
the comenters their specific comments if they'd |ike.

OCkay. As far as the inspection guidance goes
this particular rule, the inspection guidance was discuss
the last ACMJ neeting. | do not believe there are any
recommendati ons that canme out that related to the inspect

gui dance.

ni ng

res

sai d
use
t he
and
ed,

nd go

to

D

th

on

ed at

on

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

371

What we did, we needed to make sone changes t

our inspection procedure in the January time frame to get

(@)

sone

gui dance out to the regions relative to the constraint rule on

air em ssions. So we used this as an opportunity to al sa

I ssue the inspection guidance 435.75. Wat we did is put
little disclainmer, if you want to call it, in there that
"Don't start using this guidance until the rule becones
effective late spring.™

Basi cal |y what the guidance -- we made it ver

performance based. In the inspection guidance we put in

sai d,

"determ ned by observing and discussing with the licenseq."

In other words, we don't want the inspectors out there dging

just a paper work check.

We told the inspectors to | ook at the |icense
basis for rel ease, whether they were using the charts in
reg. guide or whether they were actually doing case speci
cal cul ati ons.

As far as the inspection instructions, there
sonme requirenments for the licensee to give instructions t
patients. We told the inspectors to review a sanple of t
Instructions and then to discuss the content of the

instructions with the staff, again, not a quiz sort of tNh

t he

ar e
o the

he

i ng,

but talk with the staff to see if, you know, they were aware

of what they were giving as far as instruction goes.
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The other thing was to check that the require
records are being maintained. There is a record retentid
requi rement in the rule for three years under certain
conditions, and the inspector is just to verify that the
record were being maintained.

Any questions on where we are on 35.75?

CHAI RMAN STI TT: Denni s.

MEMBER SWANSON: One of nmy concerns in the dr
regul atory guide dealt with some of the |anguage in the
actually made it appear that the requirenents were very
prescriptive. You know, there were specific statenents t
said these are reasons why sonebody could be rel eased ear

WAs that corrected or addressed?

MS. HANEY: It was addressed. | don't know t
it went to the level of your comment, but it was addresse

If the licensee chooses to use the charts to
rel ease the patient, then that ends that, but your comen
nore in the area if the |licensee chooses not to use the ©
| believe the section you're commenting on is where we ws
saying that if you went this nmethod and you were basing
occupancy, these are the itens you need to record.

Mbst of those were taken out. There were a f

n

af t

ui de

hat

lier.

hat

d.

eW

that were left, and they were not in there as "shalls,"” which

were nmeaning requirenments. They were in there as "shoul d

S,
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meani ng that it was recommended, but, you know, if you di
do it, it wasn't a problem

So, again, | think there was a little bit of
conproni se there.

MEMBER SWANSON: Yeah, | thought it was proba

nmore of a wording, the way it was worded than --

MS. HANEY: Yeah.

MEMBER SWANSON: -- than what we really inten
to do.

M5. HANEY: And we did delete some of the ite

One thing I did not say was that the reg. gu
shoul d be out in two weeks. It has gone to the printer.
at | east what | heard yesterday norning was probably one
two weeks. So I'mgoing to say two to be sure.

MR. CAMPER: Can we get copies?

MEMBER NELP: Can we get a copy of that?

MS. HANEY: Sure.

CHAl RMAN STITT: Larry.

MR. CAMPER: | want to add to what Cathy has
you by giving you a status report. |I'mable to add to wh

said yesterday as to what happened with regards to the
Committee's recommendati ons, and what | will read to you
is a May 8 Comm ssion paper entitled "Final Amendnents tdg

CFR, Parts 20 and 35 on Criteria for Rel ease of | ndividug
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Adm ni stered Radi oactive Material." This is the paper in

which the staff transmtted the final rule to the Comm sSi

And in that the staff does talk specifically
about the Commttee neeting conducted on the 18th and 19t
Oct ober of '95, and we di scussed your nmotions, and there
three particular notions that you suggested.

First, the ACMJI suggested using the term
"rational e" instead of "consequences" in the requirenent
10 CFR 35.75(b), to provide guidance on the interruption
breast feeding and information on the consequences of fai
to follow the guidance, and so forth and so on. It goes
tal k about technetium and so forth.

The staff did not change the rule in response
the ACMUI comrent because the requirenent to provide
i nformation on the consequences is included primarily to
protect the breast feeding infant from therapeutic
adm ni strations of radioiodine which could cause serious
t hyroi d damage. Regul atory Guide 8.39 will contain guid3g
on the types of information, including expected consequen
to be provided to the patients to nmeet this requirenent.

Second, the ACMUJ suggested using the phrase
retained activity" rather than "the activity adm ni stered
instead of "an activity other than the activity adm ni stg

That suggesti on was taken.
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Third, the ACMJI suggests that the term
"di scontinuation” should be used in conjunction with
"interruption” in the requirenent to provi de gui dance on
interruption of breast feeding. That suggestion was taksg
the staff.

MEMBER SWANSON: | just m ght comment that on
my conmments back on the reg. guide was to hold the feet @

NRC to the fire in requiring that they include exanple

statenments on what the consequences of breast feeding arg€g.

will be interesting to see how they're going to approach
probl em

CHAI RMAN STITT: Other coments?

(No response.)

CHAI RMAN STITT: Al right. W' ve got our
f eedback. Two out of three, Dennis. That's not bad.

Where do we go from here?

MS. HANEY: NUREG 1569. This is the docunent
that has been referred to as the nodules. This docunent
devel oped al nost as an addendumto Reg. Guide 10.8. Ther
certain inspection guidance to the |icensees that was not
avai l able in 10.8, sonme of the newer nodalities.

This docunent is going to be issued in draft
comment. Right nowit is within our concurrence chain.

think it's one signature from being finalized.
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The docunent itself is being issued for publ
comment and not for use in preparation or review of
applications for medical use |licensees. This has been a
di sclainer that is appearing at the top of the page. The
was a concern about the early inplenmentation of this guid
So we wanted to make it clear to the public that it was g
for coment.

Revisions to this docunent will probably be m
based on revisions to Part 35, and then in addition to th
comments, you know, based on the comments com ng back and
dependi ng upon any revisions to Part 35, those will also
I ncorporated into this docunent.

So this was just an attenpt at bringing some
consolidating sonme |icense guidance into one docunent for
of the newer nodalities.

MR. CAMPER: These are the nodul es that the
Comm ttee worked on.

MS. HANEY: So, in other words, this one shou
be out, again, within | wuld say a nonth, nonth and a h§g

CHAI RMAN STITT: Jeff, you had a comrent?

MEMBER W LLI AMSON:  Yeah, a question about yo
| ast bullet there. The inplication seens to be that this
docunent is not going to go forward and be inpl enmented at

that it's going to be held pending revision of Part 35.

)
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MS. HANEY: No, | think it's a true statenent
G ven the tinmng that we're | ooking at, this docunment was
wor ked on prior to us getting the go-ahead to revise Part
So it was one of those things that we kept noving, althou
were waiting for this go-ahead on Part 35.

Now t hat the document has been finalized for
comment, we'll go ahead and get sonme comments on it, but
our tinme frame and our staff efforts on revising Part 35
that's going to be where a |ot of our resources are direg

The two will probably conme together again, an
believe Larry nmentioned yesterday that when we are issuin
rules right now, we have to at the sanme time be providing
i pl enent ati on gui dance out there. So this nmay be the
mechani smthat we use as far as getting |licensing guidang
to the staff and to |icensees.

MEMBER W LLI AMSON:  So it is on hold effectiv
t hen pending revision of Part 35, and we shouldn't spend
of effort reviewing the current draft.

MR. CAMPER: Well, the docunent was created
because there was a feeling that there was a void in
i nformation on those subjects. Tel etherapy, for exanple,
gui de was created in 1985. There was nothing avail abl e
gamm stereotactic radiosurgery. Radi opharmaceutical the

sonme gui dance was indicated as bei ng needed.

35.
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So the whole project was initiated to try to

an existing void in information. Now, the guidance docunent

I's being published, and as Cathy said, there's a caveat,

it's stanped on every page that it's for informational

and

pur poses and comment, not to be used for submtting licenses.

Now, the reality of the matter is that sone

licensees will | ook at that information, and they can say,

"Ah, this can help nme putting together an application for

gamm knife," or, "this can help me in dealing with nobil

e

Imaging." So there is utility to it if they choose to use it,

but it's made very clear by the agency that it's not for
pur pose.

And as Cathy said, the problemthat we have i
we weren't where we are currently in revising Part 35, wg
m ght have characterized the guidance differently, but we
that (a) it does serve a useful purpose, and (b) it does
provi de an opportunity for coment, which can be consi der
we nove to revise Part 35. W just nmay |learn things, and
wi |l help us out.

CHAI RMAN STI TT: Go ahead, Jeff.

MEMBER W LLI AMSON:  Well, just a follow up.
should we on this Conmttee be |ooking at it as kind of 3
i ndi rect suggestion of what the staff would like to see

new Part 357

t hat
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MR. CAMPER: No, no, no, you shouldn't. | do
know why you woul d draw that conclusion. As | just said,
gui dance, it was prepared to fill an informational void.
Committee worked with us to develop it, and it's, as we s
it's provided for coment.

It is structured clearly consistent with what
Part 35 | ooks |like today. Obviously, it may be substanti
di fferent depending on what Part 35 ultimately |ooks |ike
but, no, we have to structure guidance consistent with th
regul ati ons we have at the time, and that's the way that
structured. | don't think it indicates a preference one
or the other. |It's just we have to devel op gui dance
consistent with the current regul ations.

CHAI RMAN STITT: Other comrents on this topic

MEMBER FLYNN: | have one. For exanple, let'’
take one exanple like HDR. Then if this is not going to
used by the field staff, would then NRC Bulletin -- is it
93017 -- govern how HDR woul d be | ooked upon by field sta
visiting sites that has HDR?

MR. CAMPER: The HDRs, the guidance that the
field staff uses is contained in FC 86-4, Policy and Guid
Directive FC 86-4.

M5. HANEY: Dr. Flynn, are you referencing

i nspection gui dance or |icensing guidance?

n't
t he
The
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~NJ
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MEMBER FLYNN: I nspection gui dance.
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MS. HANEY: [Inspection guidance is still the
tenmporary instruction that was issued probably three or f
years ago. Right now we have a major undertaking to revi
all the inspection guidance, and as part of that, we are
bringing the -- we will bring that tenmporary instruction
HDR, certain conponents of it, into the routine inspectid
nodul es that we have. W are not to that point yet, but
because of that process com ng on, we chose to just |eave
Tl out there with a guidance to the regions to continue t
I mpl ement it.

So in other words, the sane inspection guidan
that has been used will continue to be used.

CHAI RMAN STITT: Okay. Wiy don't you keep go

MS. HANEY: Okay. All right. The quality

managenent tenporary instruction. Were we are on that,

have Sally Merchant here who can give me sone assistance |i

this area.

The tenporary instruction was issued in Augus
1994. Typically when we get tenporary instructions for
i nspection they're issued for two years. That TI expired
August of 1996.

At that tine, there were two draft inspection
procedures that were devel oped, and they were issued in A

of 1996 for comment and with an i medi ate use. W& needed

our

se

on

n

t he

o

ng?

ugust

to

go i mredi ate use because the Tl had expired.
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Basically there was one procedure that was nme
for reactive inspections. That would be the case where
I nspectors were going out to review an incident. It's ve
simlar to the original TI. It was rather prescriptive i
nat ur e.

The ot her one was inspection guidance that wo
be provided for a routine inspection. In other words, if
I nspector was going out to do just one of their regular,

three-year visits to a facility that had a QM pl an, what
shoul d they be | ooking at? These were nore performance Q
as conpared to the prescriptive nature.

I f an inspector was out on a routine inspecti
and they did notice that there was a problemw th the QM
I mpl ementation, they could kick over into the reactive
i nspection procedure and then go nore in depth, but that
case of nore a nonreactive inspection. That would only ©
up if there was a for cause sort of thing.

These docunents were issued, as | said, in dr
They were subsequently revised based on comments we rece
fromour regional office, and then they were again issued
draft for comment.

We have gotten some comrents back. | believe
we've al so gotten sone comments from the agreenment states

t hose inspection procedures will be ultimately finalized.
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As far as there was an assessnent done on the
qual ity management plan, this was done in response to a

Comm ssion directive. You have that assessment in your

briefing book. 1It's near the back. It's titled "Assessnent

of the Inplenentation of the Quality Managenment Program gnd

M sadm ni stration Rule, 10 CFR 35.32 and 35.33." It's a
fairly large docunent there, but what it contains is the
anal ysi s.

| brought up two notes here, but these are no
the only conclusions there, and there is sone anal ysis of
number of m sadm nistrations, but one is that we noted th
there was a correlation between the occurrence of a
m sadni ni stration and an inspection finding of a weakness
the QM program at the time of the event.

I n other words, if our inspectors were out
| ooki ng at doing a reactive inspection because of what we
expected, a m sadmnistration, typically they found a weg
in the QM program i npl enentati on.

The other conclusion that we were drawing fro
our findings is that the routine inspection findings were
necessarily predictors of an occurrence of a
m sadm nistration. In other words, if we on a routine
i nspection found a problemin the QM program i npl enentati

that did not nean that we automatically found a

t he

at

kness

m

not

on,

m sadni ni stration somewhere at the facility.
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Any questions on that? Dr. Flynn?

CHAI RMAN STITT: | suspect there are plenty o
comrents on that. Jeff.

MEMBER W LLI AMSON:  Well, | have some overal
concerns about the tone of this report. Mybe it's | do
under stand exactly what its purpose and scope is.

" m nost concerned about the statenment on pag
12. Here's what it says in the third full paragraph.
"“Al t hough the QM rul e, which was intended to insure that
byproduct material or radiation from byproduct material W
be adni nistered as directed by a physician authorized uss
appears to have been generally successful froma programm
st andpoint."

That seenms to be kind of a conclusion that th
program has been successful from a progranmmtic standpoin
but yet throughout the docunent it's reiterated several t
that two years of experience with the inplenentation of t
program did not significantly influence the incidence of
m sadm ni stration.

So I'msort of puzzled by the contradiction h
It doesn't seemto ne it's been very successful use of
resources at all.

MR. CAMPER: Well, we don't viewit as a

contradiction. What we nean by that statenent is that

not

D

oul d

=

mtic

—
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D

| i censees appear to have successfully froma programmti g
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st andpoi nt inplenmented the quality managenent role and h3g
successful |y managed t hose prograns.

However, we did find certain issues. For
exampl e, a |l arge percentage of them did not conduct the a3
audit of quality managenent prograns, and one of the tabl
there depicts those percentages, and sonme of themare fai
| arge, but overall they appear to have had success in
I npl ementing the requirenents of the regulation and have
conduct ed successful quality nmanagenent prograns. That's
programmti c success.

| mean that's what we nmean by that statenent.

MEMBER FLYNN:  Judy.

CHAI RMAN STI TT: Go ahead, Dan.

MEMBER FLYNN: The first bullet there, the
correl ati on between the occurrence and inspection finding
weakness occurring in the programat the time of the evern
some of us who |ook at a |ot of m sadm nistrations as ned
consultants -- |'ve probably | ooked at about 60 or 70 --
sonetimes the on-site inspection at the tine after a
m sadni nistration is reported is extrenely detailed, wth
| ot of scrutiny and a lot of in-depth scrutiny.

The nore in depth you | ook at sonething, the
apt you are to conme up with other problens which may or n

not be even associated with the event that occurred. To

ve

nnual

es in

of a
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that first bullet sonething that you could accept without
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guestion would be that if you' ve done a study whereby you

had the same degree of scrutiny at |icensees, conparable
i censees, let's say, a random sanple, in as nmuch depth,
much scrutiny to the program you know, where there was n
m sadnmi nistration to be able to tell if that's really tr(
not, or is it because you're finding weaknesses in the Q\
program because you're | ooking for then? You' re | ooking
themin such depth that you're finding them where you wg
find themin other prograns, too, w thout m sadm nistrati
you | ooked in the sane degree of depth.

CHAI RMAN STITT: | agree conpletely, and what
concerns me, and we've been through this material in prev
neeti ngs on several occasions, a |ot of trees were killed
generate this report, and being up to ny eyeballs in ny
statistics class, | think you have to be very careful abg
drawi ng any correl ati ons because | don't think this was
at in a systematic fashion, and | think the comment that
just raised is one of the issues.

You can't nmke that statenent unless you've a
assessed progranms where there were no problens, and | rea
woul d be very concerned to see this taken and turned intg

vehicle where regulation is going to roll from

ve
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MEMBER FLYNN: Because sonetinmes | believe th
sone of the people who are out there -- and I won't give
exampl es of things |I've heard anecdotally -- but who may
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be reporting problens. They may have the worst QM progra3
and they may either not recognize a problem when it occur
| hate to say, they do recognize a potential has occurred
they don't report it. It doesn't get picked up on the
periodi c i nspections.

VWhereas you' re selecting out people who
voluntarily report a problem O course, there are also
that are picked up during inspections by |ooking at radi3g
safety m nutes and finding out whether this incident was
reportable event or a mi sadm nistration or not or whether
was just an incident, but sonetines it may be that sone ¢
those with the weakest QM progranms may be individuals whg
havi ng m sadm ni strations and are either not recogni zing
as such or are not reporting them

CHAI RMAN STITT: Dennis, you had a coment ?

MEMBER SWANSON: | think 1'd like to see the
Advisory Commttee take a look at this Tl and what's bein
told to inspectors because | think it's going to be a whi
until we get new Part 35 witten, and the QM rul e has bee
constant source of problenms, and I'"mnot sure it's been a3
t hat productive anyway.

| think that it's going to remain in the
regul ations while we're undergoing a revision of the

regulations. | would |like to see the Tl specify that

i nspectors do their review upon a performance based critsg
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and that they focus on, one, whether or not there is a w
prescription; nunmber two, whether or not there are proced
to insure identification of the patient; and, nunber threg
there are procedures for review of the treatnment program

In other words, I'd like to see this cone bac

before the Commttee.

CHAI RMAN STI TT: Okay. Hold onto that thought.

Sal ly.

MS. MERCHANT: | only want to conmment the TI
no | onger --

CHAI RMAN STITT: Sally, wait, wait. MWhat is
use?

MS. MERCHANT: Did we pass out the inspection
gui de?

CHAI RMAN STI TT:  No.

MS. MERCHANT: We will pass out the inspectio
procedures that are in use. The Tl is no |longer in use.

MEMBER SWANSON: Okay, fine.

MS. MERCHANT: Not at all.

MEMBER SWANSON: We'd |ike to see the inspect
revi ew.

MS. MERCHANT: We pulled it. It was a very
prescriptive TI. W collected every single piece of dat3g.

admt that we did not do a big analysis of the data that

found. Mainly |I ask that you keep in mnd that the reasdg
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doing this report was the SRM from the Comm ssion at the
the rule passed -- | nean, the question was: should we ¢
the QW The staff did not believe, based on the data th3g
col l ected, that we should expand the QM

In fact, you will see fromthe new gui dance,
which | will pass out, that the bottomis the nore inport
finding, and that's in nost of the inspections. W could
make a correlation that a routine inspection finding woul
a predictor of the occurrence of a m sadm nistration, and
poi nt being that many good prograns still make errors, an
t hat when you |l ook in there, the real causes, the best th
can conme up with, we are left with human errors.

W seemto be at a plateau where it would be
entirely too expensive to try to reduce that any nore tha
have, and if that didn't come across in the report, |
apol ogi ze.

We just tried to give the information that we
collected. That was the intent. W tried to draw enough

conclusion to make a case for the Comm ssion to say there

no reason to expand, and in fact, in our original draft,

began to devel op where we thought it should be changed, b
since we're at a clean slate, we pulled that out -- and 3§
is welcone to look at it -- but, I mean, once we went to

clean slate prem se, we did not want to try to inpose our

vi ews of what we thought ought to be changed.
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But we cane to sone very clear views that cer
t hings could go; that there was really no value fromthen
You can | ook yourselves and see that there is no value in
of the things that we've collected, but really the intent
the report was only to give you the information that we N

| know that it's big. | knowthat it's extre
boring, but | didn't want to send a paper up to the Conm
sayi ng, "These are our conclusions,"” and not provide any
So | wanted to give everybody what we | ooked at.

This is everything we had, and it is long. |
boring. It is redundant. It is -- you know, but it's wh
found.

MEMBER SWANSON: Thank you.

CHAI RMAN STI TT: Larry, go ahead.

MR. CAMPER: Two things. One, back to Dr.
WIliamson's conmment. On page 11 of that report, the
statenment is made, which I think is what | was picking up
your comment; the statenment is nade that there has not beg
significant reduction in the total number of reported
m sadni ni strations, the performance indicator nost clossg
l'inked to this issue.

OCkay. So | nean, you know, we captured your
point, too, and you're right. The nunber of therapeutic

m sadm nistrations is about 40 per year. It hasn't chang

I ai n

sone
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ed.

That's poi nt number one.
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Point nunber two is -- and Sally just said it
I mean, we have changed. |In Decenber of '96, we changed
I nspection guidance. The tenporary instruction is just t
It's a tenporary instruction to inspector. They typical
have a two-year |ife span

Once they' re cl osed, we then provided guidanc
which the regions are now following. It is nore perforng
oriented, and it essentially captures the points you werg¢g
maki ng.

The third thing | want you to be aware of is
ki nd of |ook at where you are. This is a report that was
requested by the Comm ssion when the QM rule was put intg
pl ace. W have also nade it available publicly if someon
wants to read it.

There's a |l ot of very good information in the
| think nmost interesting fromnmny perspective is if | wersg

there, | would be | ooking at the therapeutic

m sadni ni strations that occur because you can |earn a | ot|.

really has a lot of valuable information in there.

But bear in mnd the following. The Conm ssi
had this report when it considered its position, which yg
will find inltem6 of the SRM So they have wei ghed in
this, and they say the quality nmanagenment program provi si

in 35.32 should be reevaluated and revised to focus on th

t he

hat .

y
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requirenments that are essential for patient safety, that
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for exanple, confirmng patient identity, requiring witt
prescriptions, and verifying dose. To the maxi mum extent
possi bl e, the requirements should be revised to be risk
informed. G ven this objective, a m xed approach of
performance based rules and ot herw se prescriptive regul g
shoul d be pursued.

So they took a |l ook at what we have | earned o
the last three years, and that's where they weighed in on
So that puts it in perspective at |east.

CHAI RMAN STITT: I'mthinking. Gve ne a mn
here. Time out.

We're going to take a tinme out. So hold thos
t hought s because we have a special occasion and a photogr
to verify our special occasion.

Larry Canper and our nenmber of the public, Ju
Brown, are going to say their |ast goodbyes.

(Wher eupon, the foregoing matter went off the

record at 9:48 a.m and went back on the reco

at 9:51 a.m)

CHAl RMAN STI TT: Well, that was worth the tim

out, and I knew we couldn't get our discussions concl uded.

Thank you, Judith. It has got to be a hard r
to play, to know when to junp in and try to steer us int

ri ght direction.

en

tions

ver

ut e
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| was conplaining that | probably won't see h
again. Are you going to be with us on the 8th?

MEMBER BROMWN: | will.

CHAI RMAN STITT: | thought you woul d, but she

MR. CAMPER: Yeah, she's in effect until June
t hi nk.

MEMBER GRAHAM  She invited all of us to stay
her home, too.

MEMBER BROWN: | did.

CHAI RMAN STITT: | didn't realize that. Oh,
that's terrific.

MEMBER BROWN: | f hotel acconmpdations are ti
you can all stay at ny house. W' Il have |ike popcorn arn
di scuss the issues.

(Laughter.)

CHAI RMAN STITT: | don't think we can do that

think that requires a notice in the Federal Register.

MEMBER BROWN:. We coul d arrange that.

CHAI RMAN STITT: All right, great.

MEMBER BROWN:  Sure.

CHAI RMAN STITT: All right. Big deep breath,
back to business.

Sally, thank you. | feel less distressed, an

D
e

at

ght ,
d

t hank you for reaffirmng, Larry, Point 6, which you say |i
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response of the Conmm ssion to sone of this material, and
again, a direct toward 35.

What ?

MR. CAMPER: Is it tine out time?

CHAI RMAN STITT: Onh, that kind of tinme, yeah,
because we have nore talking we want to do on this issue.
it's break tinme until ten o' clock.

(Wher eupon, the foregoing matter went off the

record at 9:52 a.m and went back on the reco

at 10:19 a.m)

CHAI RMAN STITT: All right, group. W're rea
to roll.

We are back on the agenda, and, Cathy, did we
finish our |ast discussion?

MS. HANEY: Oh, | guess you didn't.

CHAI RMAN STITT: | don't know. |'m asking.

MS. HANEY: No, you didn't.

CHAI RMAN STITT: No. | was | ooking over at t
side of the room The topic was?

MS. HANEY: QM

CHAI RMAN STI TT: Onh, yeah. How could | forge

MEMBER SWANSON: QM and whet her we're going t
see a copy of the inspection guidance.

CHAI RMAN STI TT: Ri ght.
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MS. HANEY: And we can provide the ACMJI a co
of the current inspection guidance that's out there.

CHAl RMAN STITT: We have sone things that hav
appeared on our table. These are?

MS. HANEY: While we were on break, Donna- Bet
handed out the regul atory guides that pertain to the
radi opharmacy rule. They were recently issued for comen
So in case sonme of you had not gotten copies of them we
wanted to use this as the opportunity to provide them

CHAI RMAN STITT: All right. O her comments t
We were tal king about QM

Lou.

MEMBER WAGNER: | just have one question that
like to bring for a little discussion, not nuch, but you
if we have all this data now that says or that points to
idea that the QM rule really has not reduced
m sadm ni strations, has been rather ineffective, then it
indicates to nme that the standards of the industry are
sufficient in ternms of what they achieve in regards to
m sadni ni strations, and | woul d question why there's an
i ncentive to keep the QM rule, particularly in light of t
| OM s recommendation that it be renmoved as soon as possi Qb

And | woul d wonder whether or not this Comm t

shoul d take a position supporting, again, supporting tot

(1)

~—+

hen?

know,

t he

he

e.

[ ee

he

Comm ssion, the idea that the QM rul e has been proven nov
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be ineffective, and continuation of it as a regulation is
unneeded and unwarranted and sinply should be abandoned.

CHAI RMAN STITT: Any ot her comments along tha
line and then we'll --

MEMBER NELP: | have one. Wuld it be better
say it's apparent that it's beconme unnecessary rather tha
i neffective?

VEMBER WAGNER: That woul d be fi ne.

CHAI RMAN STITT: Larry, tell us where you --
understanding is from Nunber 6 in the DSM-- |I'mtrying t
the --

MS. HANEY: |'m sorry.

CHAI RMAN STITT: Oh, | got it wong. Okay.
comments fromthe Comm ssioners were a bit of a hands-off
approach on the QM rule right now, and if you view 35 as

sonet hing that can be started froma fresh piece of paper

that would include the QM | don't know that. |'mjust
suggesting we don't need to spend tine taking action on t
at this point. | don't think anybody's going to pay atte
to it.

My feeling is that it's being sort of dead in
wat er right now, not dead in the water, but there's no ag

managenment of the QM rul e taking place right now.

to

n
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MR. CAMPER: No, there is active managenent,
the quality managenent rule remains on the books. It's
currently a regulation. It is currently being conducted.

The Comm ssion and the SRM has sent a clear
signal to the staff. The signals that | read in that are€g
retain the quality managenent rule, nodify it to focus up
those three elenents, that being the witten directive,
redundant identification of the patient, and verify that
adm nistration is consistent with the witten directive.
Those are Objectives 1, 2, and 3.

They then go on to say, however, make it nore
performance oriented and so forth. | don't know if they
comrented on it on the vote sheets or not, but | think wh
the signal they're saying is that they believe that thers
conmponents of the quality nmanagenent rule that are worthy
retention, and it's those three essential elenments, but t
how it is structured and how it is conducted should be ch
to make it nmore performance oriented, and that you'll prg
end up with a conbination of prescriptive and performance
oriented requirenents.

So the regulation that we have conti nues unti

it's changed, and that seens to be the signal the Comm ssi

is sending the staff.

CHAl RMAN STI TT: Go ahead, Lou. You want us

but

on

t he

at

of
hat
anged

babl y

what do you want us to do?
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MEMBER WAGNER: Well, and to address that poi
and | think this is a very inportant point because | thin
reaches at the heart and phil osophy of the regul ation.

| do not disagree with the principles of
retaining that practice. Wat |'m pointing out is that t
data indicates to ne that the rule as a regulation is
unnecessary, not that it isn't good practice, but that as
regulation, it's unnecessary.

And for that reason | would like to see this
Committee cone to a consensus on giving the Conm ssion, a8
t he nessage that we feel the rule as a regulation is
unnecessary and they should abide by the 1OM report that
get rid of it.

CHAI RMAN STITT: MW comment woul d be, | nean,
t hought the words fromthe Conm ssion about their feelind
the IOMreport were -- their feelings were pretty strong.
not sure | want to link anything |I have to say with the
I nstitute of Medicine report.

| mean parts of those comments, ny opinions a
their comments nmay be simlar. [|I'mnot sure |I'd want to
"I uphold the IOM' whatever it was and send that to the
Comm ssion. They have sent us a pretty strong opinion ab
the Institute of Medicine report.

Lou.

K it

he

gai n,

says

s of

put ,

out
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MEMBER WAGNER: | understand that, and | agre
with the point about that, but if they |ook at what we've
about the 1OM report, we were not nice about the |1 OM repag
ei t her.

CHAI RVAN STI TT: Ri ght .

MEMBER WAGNER: We're on the sanme grounds in
regard, but | think it's unconscionable not to | ook at th
report and try to see are there good things in this repor
and when you find sonmething good in a bad report, you sti

take the good, and that this is one good thing.

CHAI RMAN STITT: If there's sonmething we |ike
out of it, 1'd rather have us just state it rather than r
toit. 1 think it's a hot button, and whatever it is, if

feel strongly about it, we can phrase it, state it, but I
woul d not like to reference it.

MEMBER WAGNER: Okay. That'd be fine.

CHAI RMAN STITT: Several people over here. W
Dennis and then --

MEMBER SWANSON: | think I"'ma little concern
about trying to tell themto take it out of the regulatiag
ri ght now in consideration of the fact that we're going t
undergoi ng a maj or regul ati on revision process anyway. |
not sure if this is the appropriate tine to come and ask

to renmove it, and | woul d appreciate perhaps sone comment

(1)

sai d

 hat

e

—
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N

t hem
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fromLarry on that.
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| think what | was trying to get at in taking

| ook at the guidance to the inspectors is can we realisti

achi eve that through inspection guidance where we're tellli

t he people that their inspections should be performance Q4
and focus on perhaps these three issues.

It's another way to acconplish, | think, a
reduction in the prescriptive nature of the quality managd
rule while at the sane tinme we're debating as part of the
rul emaki ng process. That's kind of where I'm com ng fron

MR. CAMPER: Well, to try to answer your poin
nean, it's clear that the Conm ssion certainly could pass
resol ution such as Lou is suggesting. |If you wanted to S
t hat nmessage to the Commi ssion, that's entirely within yg
prerogative. | don't think I could coment as to the uti
in doing that. | think that either one way or the other,
think, clearly at this point at |east the Conmm ssion has
a direction to the staff. The direction as we read it sa
"Retain the quality managenent rule as it relates to thos
three essential elenents,” as | said.

So | would think then that the working group
wi Il be working on the quality managenent rule would cert
develop ultimately -- that issue would certainly be discd
in the public neetings that the working group will partig

in. | suspect there'll be pro and con expressed during t

enent

end

ur

lity

sent
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e
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public nmeetings about it.
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Utimately I would think, unless they hear thjngs
al ong the way that would cause themto do otherw se, that
they'Il ultimately include that in the revision of Part 35,
and then, of course, that will be debated an di scussed as
wel | .

But, | nmean, we certainly have a signal fromft{he
Comm ssion at this point in time on this issue. | would

expect then that it would be included in the Part 35 al on
lines of the Commi ssion direction, but, again, it's certdg
the Commttee's prerogative to coment or not conment in
of your feelings about continuing with the quality nanage
rule. That's up to you.

CHAI RMAN STITT: We have in front of us react
i nspection of quality managenent prograns and QM i nspecti
procedures.

MR. CAMPER:. Yeah. Let nme say sonething rea
qui ck about the inspection procedures. W went back and
the Tl closed, we nodified the inspection procedure for t
reasons. One is we felt that, you know, the quality
managenent rul e had now been in place for three or four YV
Li censees, as | said earlier, had programmatically inplen
the programwi th success. | mean, there were still about
sanme nunber of m sadm nistrations. You know, you can ardg

about the efficacy of the whole effort as a result of tha

g the
inly
ternms

ment

ve

on

after

hr ee

ears.
ent ed
t he
ue

t,

but the |licensees had generally inplenmented the program
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successfully. They seenmed to have viable quality managen
prograns, and it seemed to be nmeeting the intent in that
cont ext .

And, therefore, it was an opportunity to thro
back on the rather prescriptive and aggressive inspection
procedures.

The second was to try to nake it nore perform
oriented, and at least in part it is fair to say that tha
notivated to sonme degree by that conponent of the | OMreq
whi ch of course the IOMreport suggested that the agency
shoul d renove the QM rule right away.

Well, obviously the Conm ssion didn't want to
that, but by the sanme token, it was felt that certainly
anongst the staff and nmanagenent that we coul d noderate t
i nspection process to nake it nore performance oriented,
conprom se public health and safety, and that the |icense
appear to have successfully inplenmented the program and
therefore, we felt confortable in adjusting the inspectidg
procedures, and they were adjusted rather substantially 9§
made t hem nmuch nore performance oriented, |ess obtrusive,
time consum ng on the |licensees as the inspector was
eval uati ng that conponent of their program and only in t
cases where there was a reactive inspection would the

i nspector go into nmuch nore detail, particularly with the

ent

Lt e
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t was

ort,

do

he

not
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m sadm nistration or to see if there were other problens
within their entire programof a simlar nature.

So it was changed rather significantly.

CHAI RMAN STITT: Go ahead, Jeffrey.

MEMBER W LLI AMSON:  Well, | think that it mg
be nore productive at this point, rather than passing a
notion, to i mediately renmove QW from the books. It md
nore appropriate to have a notion that responds to the
Comm ssion's tentative or prelimnary position that ains
two, and three of the current QM rule be maintained in sg@
formin the new Part 35, and we m ght change, you know, d
resolution to question the utility of having those in theg
regul atory sphere at all, especially given the informatig

this report.

CHAI RMAN STITT: Other comrents about Jeffrey
point? And then we'll see if anybody wants to make a not
MEMBER FLYNN: | just wanted to say that | ag

with Dennis, and | think if we had revised Part 35 with
sonet hing that you m ght call a quality managenment rul e,
it has very little resenblance to the present quality
managenent rule requiring patient identity, requiring a
prescription, requiring a dose verification. That's mnuch
different than what's required now in the quality managen

rul e.

ht be

one,

ur

nin

i on.

[ee

but

ent
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And | think as we revise Part 35 in the next fwo
years that we should just do this as we go al ong.

MEMBER NELP: That was ny question, Larry. Ypu
read froma Comm ssioner's -- would you read that? It's |a
short paragraph, what they said about the QM rule.

My feeling was if we revised 35, the QM rule port
of becones redundant. |Is that a possibility?

MR. CAMPER: Well, what they said was -- and this
is fromthe SRM -- "The quality managenment program provi i ons

(10 CFR 35.32) should be reeval uated and revised to focug on

t hose requirenments that are essential for patient safety,
exanpl e, confirm ng patient identity, requiring witten
prescriptions, and verifying dose. To the nmaxi mum extent
possi bl e, the requirements should be revised to be risk
informed. G ven this objective, a m xed approach of
performance based rul es and otherw se prescriptive regul g
shoul d be pursued.”

CHAI RMAN STI TT:  You know, as | hear this rea
It sounds like it's comng back to this |ong discussion v
yesterday on the medical policy. Several phrases in that
actually incorporated in our suggestions, particularly Pg
2, patient safety, elenments of risk that we tal ked about.

| think we're on a simlar wave |length. This

al so sounds very different than the QM rule that we have

for

tions

e had
wer e

nt

been
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reviewing in the past and this report that Sally Merchant
wor ked on for us.

O her comments? Dennis.

MEMBER SWANSON: I n just taking a quick |ook
your revised inspection procedures, they still appear to
very specific and focused on sone rather details of the
qual ity management plan. Again, what | would really Iike
see to address both sonme relief fromthe quality manageng
rule wi thout going through the process of renpving the
regulations is to sinply have your inspection instruction
focus on those three things.

You know, they should be doing performance ba
i nspections to determ ne has the given institution -- do
have written prescriptions; do they have nmechani sns for
identification of the patient; and do they have nmechani sn
pl ace for verifying the dose.

That woul d make your inspection performance b
upon the things that the Conm ssioners are actually tell
that they think are inportant.

CHAI RMAN STITT: Do you feel that that's the
of a notion?

MEMBER NELP: May | make one nore? lIsn't it
that 35.32 we will be revising, and 35.32 is the quality

managenent rule, and therefore, | nmean, we've been given

has

At

be

to

nt

S

ased

ng us

form

[ rue

t he

ticket to revise it, and even if we voted today, | don't
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presune it would create any action in the next year or tv
the QM rul e.

MEMBER SWANSON: The point being that | think
can change your inspection guidance fairly rapidly, if I’
correct. AmI|?

MS. HANEY: It's in the five nonths range. |
mean it can be done.

MEMBER SWANSON: A nonth's range.

MR. CAMPER: Yes, you can nodify inspection
gui dance. You have to, on one hand, insure that your
i nspection guidance satisfies the requirenments of the exi
regul ation. You have to be sure obviously that it's doin
appropriate job of protecting public health and safety, b
yes, there is flexibility in inspection procedures.

Now, | would look at it this way. W did nod
them Ckay? | think what | hear you saying though is tw
t hi ngs.

One is that, okay, you nodified them Perhap
they could be nodified even nore. |In particular, they cdg
be nodified nore because now the staff has perhaps nore
explicit direction fromthe Conm ssion about what it bel
is the inmportant conponents of the QM rule as conpared tdg
we had when we finalized this in Decenber. That is certa

an accurate statenment.

o for

you

m not

sting
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ut,

fy

lej
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And the concept then that the staff can go ba

and | ook at the inspection procedures again in view of thi

nore recent definitive information fromthe Conm ssion, |
mean, that is logical. That makes sense, yes.

MEMBER SWANSON: And to address Dr. Nelp's is
yes, we're going to be revising the regul ations, but ther
will be an interimof time until we get to new regul ati on
that | would |like to see sone relief on the quality nmanag
rule, and I think we could acconplish that fairly rapidly
t hrough the inspection guidance.

MEMBER NELP: | thought the Comm ssioners sai
"Knock it off. Lay back. Focus on those issues.” 1Isn't
what he said? Didn't he say the sanme thing?

MR. CAMPER: Well, they certainly directed th
staff in its revision of Part 35 to deal with the QM part
it in certain ways. Yes, that's true.

CHAI RMAN STITT: But | think Dennis is trying
hook - -

MEMBER NELP: He's trying to get at --

CHAI RMAN STITT: -- that statenent with sone
specific actions that are involved by inspectors as they
i nspections. | think he's trying to sharpen it.

MEMBER NELP: Trying to inplenment it now.

MEMBER SWANSON:  Now.

S

enent

t hat

D

of

to

very

do

MEMBER NELP: Through gui dance.
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MS. HANEY: |If we did that, would you | eave t
reactive one as is?

MEMBER SWANSON: Yeah, not having had tine to
take a |l ook at it.

MS. HANEY: Right, right.

MEMBER SWANSON:  But | think I1'd like tine to
take a look at it before | responded to that. Okay?

MS. HANEY: Okay.

MR. CAMPER:. Well, again, | think, not to put
words into the Commttee's nmouth, but certainly | can reqg
under stand why the Commttee m ght want to suggest that t
staff woul d reexam ne the inspection procedures in view @

this recent direction fromthe Comm ssion to see if furth

dily

he

er

to

Part

ul d

adj ustments could be made to themto capture what appears
be the preference for the Comm ssion as we nove to revise
35.

MEMBER SWANSON:  So noved.

(Laughter.)

CHAI RMAN STITT: | was going to say that soun

MEMBER SWANSON: That was not a motion. | wo
not say --

MEMBER WAGNER:  Second.

MEMBER NELP: | don't think you should inspec
them | think you should nodify themto cone into conpli
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or conme into confirmation or whatever you say with the
comments of the Conmi ssion at this time. That's really v
you want to do, isn't it?

We don't want you to go and |l ook at them W
want you to nodify them so that they are in keeping with
Comm ssion's attitude toward the whol e process.

CHAI RMAN STI TT: And you want to turn that in
conpl ete statenment and nake it in the formof a notion?

MEMBER NELP: | would be -- if | can get the
ri ght words.

CHAI RMAN STITT: | was going to say: who has

this? Dennis, do you have this on the tip of your tongug”

MEMBER SWANSON: Help ne out here, Larry.

We'd like to direct the NRC staff to reviewt
current inspection guidelines with the intent of nodifyin
themto conme into conpliance or to come -- "conpliance"
a good word - -

MEMBER GRAHAM To reflect the spirit of the
Commi ssion direction.

MEMBER SWANSON: -- to reflect the spirit of
Commi ssion's direction.

MEMBER GRAHAM In the SRMrelated to DSI-7.

MEMBER SWANSON:  Yeah.

MEMBER NELP: That's pretty close.

hat

t he

[0 a

r)

g

sn't
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MEMBER SWANSON: |1'd say we'd like to direct

to nodify themto cone in keeping with the spirit of the

I hem

direction of the Conm ssion so that we don't want themtd just

| ook at themwith the idea of nodifying them

(Laughter.)

MEMBER SWANSON: We want themto nodify them

CHAI RMAN STI TT: Need a second.

(Show of hands by M. WIIliamson.)

CHAI RMAN STITT: Was that a second, Jeffrey?

MEMBER W LLI AMSON:  Yes.

CHAI RMAN STITT: Okay. Now discussion. Did
have your hand up for discussion al so?

Okay. Aubrey.

MR. GODWN: | think it's only fair to point
to you you may get sonme conplaint back from OGC sayi ng th
the inspection procedures have to be detail ed enough to 3
that they are capturing the problenms in the regul ations
because the regulations is what they have to enforce, not
Comm ssion's spirit, and | think that m ght be a coment
may cone back. So | just wanted to make you aware of thdg

MR. CAMPER: That is an excellent and accurat
poi nt .

CHAI RMAN STITT: Right, but it will certainly

give them sonmething to do in the neantine.

you

put

at

ssure

t he

t hat

D
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MEMBER SWANSON: | think that is, in fact, wh
|'"m hesitant to comment on the reactive portion of the
I nspection guidelines at this point in tinme. | think if
truly nmoving to performance based regul ati ons, that the
see this would work would be you would go out and do
i nspections on a performance based type of things, and if
identified problens, then you would go into the reactive
whi ch woul d address the regul ations.

So | think what 1'd like to see is on the fro

end a performance based approach to taking a | ook at thig.

MR. GODW N: Yeah, | think those comments nee
be on the record somewhere so that that's conveyed, and |
think that may alleviate sonme of the OGC s concern. You
doing a screening at this point. If you find a problem
get the evidence you need on this next one, and | think t
m ght help you sone.

CHAI RMAN STITT: Are there other comments abo

the motion on the floor or on the table, wherever it is?

MEMBER NELP: Call for the question.

CHAI RMAN STITT: Jeffrey, you had your hand u
MEMBER W LLI AMSON:  Well, | want to qualify m
statement that | obviously have not had tine to read the

reactive protocol for inspecting |icensees’ QWP prograns,

' mconcerned in sone ways about the overall enforcenent

we're

ay |

you

nmode

you

hat

D?

S

but

strategy. |, based on anecdotal experience, believe that
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is basically used as a tool to try and punish an institutf

t hat does have or has reported a m sadm nistration by dig
t hrough everything and trying to find sonme one formthat
doesn't have a signhature so that they can be cited for
sonet hi ng even though maybe there may be no viol ation
associated with the m sadm ni strati on.

| mention this not because | want to just
conmpl ai n, but as we enbark upon our study or precedi ng ou
recomrendations vis-a-vis the revised Part 35, | think it
really inportant to recognize that many of the problenms W
have as |icensees arise not so much fromthe endpoints as
codified in the regulations as the enforcenment strategy,
think it's really a very inportant issue that has been r3g
about this inspection guidance and the response of the ag
to events.

And I'm you know, rather concerned that the
I nspection gui dance focuses on an attenpt to sift through
everything and find isolated violations that can be used
puni sh an institution as opposed to making a kind of a
general, nmore qualitative assessment of whether the progr
i n good wor ki ng shape.

That's really, froma practical, commpbn sense
poi nt of view, the question that needs to be answered whe

there is an event, not was there an isolated viol ation.

gi ng

=

e

and |

i sed

ency

amis
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MR. CAMPER: Well, | must comment. Clearly t
i nspection guidance is not designed to be such a tool. |
the inspection guidance is structured in such a way that
i nspectors are to go evaluate the quality managenent rul g
see if it conplies with the regulations, to see if it's
nmeeting the intent of the regul ations, and so forth.
| mean part of that is records review. Now,
you | ook through your QM Tl findings, you'll find that |g
than half of the 140 or so mi sadm nistrations that occurr
during that period of tine resulted in escal ated enforcen
| ess than half. So, | nean, not all m sadm nistration an
all inspections of QM prograns result in violations.
Now, there's no question that there have been

vi ol ati ons associated with m sadm ni strati ons, and | know

there are those in the nedical comunity that take except|

to that, and | can understand that, but there's no intent
effort. The inspection programis not designed to go out
find the kinds of things that you' re alluding to.

And as | said, | think what's really very tel
is that if you | ook at those 140 or so m sadm ni strations
|l ess than half resulted in escalated enforcenent. So |I'n
trying to give a bal anced perspective on it.

CHAI RMAN STITT: Lou WAgner.

MEMBER WAGNER: | call the question. | belie

mean
t he

to

SS

ed

ent ,

d not

t hat

i onal

and

i ng

N j ust

the parlianentary procedure is that after you call the
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question you have to take a vote on whether you' re going
have further discussion. Then you vote on the issue.

CHAI RMAN STITT: Never argue with a hospital
adm ni strator. So we're going to --

MEMBER GRAHAM Bl ess your heart.

(Laughter.)

CHAI RMAN STI TT: They've taught nme well, have
t hey?

MEMBER GRAHAM  They have.

CHAI RMAN STI TT: So what do we have to do, Lo
We have to vote on the --

MEMBER WAGNER: | called the question. That'
stop di scussi on.

CHAI RMAN STITT: All right.

MEMBER WAGNER: We have to vote that we're go

to call the question. | think it's a two-thirds majority

CHAI RMAN STITT: All right. W're going to v
to deci de whether we're going to vote.

MEMBER WAGNER: Ri ght.

CHAI RMAN STI TT:  Anybody who wants to nove to
vote, raise your hand, who wants to nove toward voti ng.

(Show of hands.)

CHAI RMAN STITT: Okay. That's two-thirds.

to

[°2)

ng

says

t he
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We now have before us -- who can read this ba
to us so that we at | east know what we're saying? 1Is tha
sonet hing you have? Who has it witten down well enough?
don't know what we're voting on.

| was just |ooking for the specific wording.
Issue is we want the NRC staff to --

PARTI Cl PANT: Modi fy.

CHAI RMAN STITT: -- nmodify the --

MEMBER SWANSON: | nspection gui dance.

CHAI RMAN STITT: -- inspection --

MR. McCARTHY: | have it witten

CHAI RMAN STI TT: You do? That's what we're
| ooking for. Read it to us.

MR. McCARTHY: Modify inspection guidance wit

intent to reflect the spirit of the Conm ssion direction

the SRM regarding DSI-7.

CHAI RMAN STITT: All right. Those in favor,
rai se your hand.

(Show of hands.)

CHAI RMAN STITT: Oh, my gosh. Those opposed?

MEMBER BROWN: |'m going to abstain. | haven
given it enough thought to intelligently vote one way or
ot her .

CHAI RMAN STITT: Okay, and does an abstention

)
=~

—

The

=

=}

t he

al so require coment or just a negative vote?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

415

VEMBER BROWN: I comment ed.

CHAI RMAN STITT: Yes, you did. That's a comment.

Thank you, Judith.
All right.

MEMBER FLYNN: | have a question, and the two

docunents are titled differently. Specifically QM inspedtion

procedures, and the other one is reactive inspection of

qual ity managenent prograns. Do you want to specifically say

QM i nspection procedures, therefore you exclude the react
CHAI RMAN STI TT: What as the --
MEMBER FLYNN: If we had said -- now you're
i ncl udi ng bot h.
CHAI RMAN STITT: Right. No, | think our
di scussion, we were not trying to include both. 1In the -
MEMBER FLYNN: It's called QM inspection
procedures, and it has its exact title to it, but then --
CHAI RMAN STITT: Right. So that's what our
notion that we voted affirmatively on needs to reflect, t
we are tal king about the QM inspection procedures, and |’

| ook for that in the m nutes.

Lou?

MEMBER WAGNER: | wish to go on record with n
opi nion regarding the fact that | still feel that with th
rule as a regulation, it's unnecessary. | still feel tha

ive?

hat

is wong for the NRC not to | ook at the IOMreport and t4g
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t he good things out of the report and inplenment them as g
as possible, and | believe that the QM rule is unnecessar
shoul d be renoved i medi ately while we deliberate for theg
two years on how to change 35.

CHAI RMAN STITT: All right. Shall we keep go
Cat hy, you have another at |east one item

MS. HANEY: | have one nore and then 1'd |ike
take two or three mnutes and tell you about another peti
that we have besides this one.

This is what we refer to as the Carbon-14
petition. This goes back to October 4th of 1994. The
Comm ssi on docketed a petition for rulemaking from Tri-Me
Speci al ti es.

Tri-Med anended, requested an anendnment to th
regul ations to allow for the general |icensing and/or
exenmption for the commercial distribution of |icensed
phar maceuti cal manufacturers of a capsul e containing one
m crocurie of Carbon-14 urea for in vitro diagnostic test

On Decenber 2nd, 1994, the petition was notic

in the Federal Reqgister for comment. We received 315 con

letters. Three hundred and 13 supported the anmendnent tdg
regul ations; two opposed.
On October 18th and 19th of 1995, this item w

di scussed with the ACMJUI. The ACMJI endorsed the gener al

oon
y and

next

ng?

to

tion

D

ng.

[4)
o

ment

t he

AS

licensing or to handle it as an exenption.
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In March of this year, a final rul emking pla
was devel oped. This went to our Executive Director of
Operations, and then it was approved by the Conm ssion, a8
what we were | ooking at was allow ng for the exenpt
di stribution of the Carbon-14.

VWhere we are right nowis a proposed rule is
bei ng devel oped. This will go to the Conm ssion at the e
this nonth, and again, it will allow for the exenpt
di stribution of the C-14. It will then go out for public
comment, and based on those comments, we will take it fin

CHAI RMAN STI TT: Comments fromthe Committee?
Denni s.

MEMBER SWANSON: | just m ght comment that in
interim a Carbon-13 test has been devel oped and approved
t he FDA.

CHAI RMAN STITT: | think one of the reasons t
was on the agenda is the frustration of Tri-Med that the
l'ine has 1994, and | know we as a Comm ttee discussed thi
Dr. Siegel had sent us -- had done a literature review --
us a | ot of background material on this particular test
because it is sonething that really is able to make a
difference in the clinical practice of nedicine, and the
question is it's two years heading on to three.

s this a standard I ength of tine that soneth

=]

nd

nd of

al .

t he

hi s

first

S.

sent

ng

-- is this going to be the sane with Carbon-13? 1Is there
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sonething that was a glitch in here? How can we snooth tlhis
process?
MS. HANEY: On this particular rule | don't khow
whet her there was a glitch or not. Maybe Larry is nore gware.
MR. CAMPER: Well, | think there are two reaspns

why this rule has taken so long. Nunber one is it is tinme

consum ng followi ng the procedures that we use for a peti

tion,

publ i shing the rul enmaki ng, plan for coment, and so forth and

so on. It takes tine. It is difficult to nmove any rule,

frankly, faster unless there's an i medi ate public health and

safety issue. It is very difficult to nove rules faster
say, on the order of two years. That's probably standard
operating procedure.

This particular rule was conplicated by the f
al so though, as you may recall we discussed with the
Committee, the fact that the petitioner was requesting tag
di stribute the product to be an exenpt pathway.

| mean the material can be used by a limted
specific |licenses and broad scope |licensees, but the essg
of the petition was the exenpt pathway.

Now, the Conm ssion's regulations have hereto
as a matter of policy not allowed adm nistration to human
bei ngs via an exenpt pathway, and that's specifically st4g

in Part 30. Therefore, the staff did spend sone tine, |

t han,

ACt

nce

f ore

ted

t hi nk

it's fair to say, westling with what is the nost effecti
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approach to propose in terns of the exenpt pathway

possibility, and it really had to do with what has been t

| ongst andi ng policy of the Comm ssion and its regul ationg i

trying to develop a justification for pursuing it via thg

exenpt nmethod and to make sure that if you're going to al
it to be distributed exenpt, | nean, all these questions
about, well, who can actually adm nister it as exenpt, th

guestions of can only physicians do this; can others that

non- physi ci ans do this; and those kinds of issues did tak

time for the staff to work with and to attenpt to resol ve.

MEMBER NELP: | imagine it's a prescription
isn't it?

MR. CAMPER  Yes, it is.

CHAI RMAN STITT: Jeff and Dennis.

MEMBER W LLI AMSON:  Well, |I'm wondering, Larr
if you could comment on if simlar products using differsg
radi onucl i des are devel oped, what sort of pathway they w
have to take in order to --

MR. CAMPER: That's an interesting question.

MEMBER W LLI AMSON: -- market their product.

MR. CAMPER: Well, rul emaking plan, Dr. Howe,
rul emaki ng plan itself is specific only to this product,
not ?

DR. HOWE: That's correct.

he

| ow

e

t he

is it

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

420

MR. CAMPER: Therefore, if other products wer
devel oped and t he exenpt pathway were pursued, there woul

have to be efforts taken to add it to the exenpt distrib(

pat hway because the rul emaking plan the staff is pursuing

specific to this particular product.

But having said that though, obviously if the
Comm ssion ultimately decides to allow this product to be
di stributed exenpt, it would be far easier to add another
radi onuclide than it would be to -- you wouldn't have to
back and rebl aze the policy change. It would just be a n
of adding a different radionuclide.

MEMBER W LLI AMSON: How | ong woul d that take?

MEMBER NELP: Do you have sonething in mnd o
this theoretical?

MEMBER W LLI AMSON:  Well, it's out of ny area
expertise. | understand from what Dennis said there is
anot her product being devel oped, say, Carbon-13. So how
woul d that take?

"' mjust concerned that the --

MEMBER SWANSON:  Carbon-13 is not radioactive

MR. CAMPER: Well, again, the petition proces
i nvol ves a number of steps. That typically is on the ord
certainly a year to two years. Now, it would not take as

because, again, the policy issue has conplicated this one

(1)

d

tion

go

mtter

of

| ong

[°2)

er of

| ong

sonewhat, but again, if one |looks at all of the various g
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in the petition process, devel opnent of rul emaking pl ans,
solicitation of public coments, it is a time consuni ng

And this is one of the dilemms you get into
the regul atory process. The nore steps that you add to 3§
process to allow public interaction, reaction, comment, e
cetera, the nore you spread out the tine line. |It's just
unavoi dabl e.

CHAI RMAN STITT: Dennis, did you have a come

MEMBER SWANSON: This is probably regul ated u
Part 30, manufacturing?

MR. CAMPER:. Thirty-two.

MEMBER SWANSON: Thirty-two?

MR. CAMPER: Well, Part 30 and then 32, yes.

MEMBER SWANSON: Is there any way to take the
general considerations that eventually led you to making
exempt and making a general rule out of that?

MR. CAMPER: Well, when you say "general," we
the staff's proposal, | believe -- and, Donna-Beth, help
out here because you're very famliar with this -- contai

MEMBER SWANSON: A non-product specific rule.

MR. CAMPER: The proposed rule, | believe,
contains conform ng | anguage for Part 30 that would renoV
existing restriction in Part 30 as it relates to exenpt

materials to human bei ngs.

ssue.

nt ?

nder

this

e the
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DR. HONE: At this point it would slow the
process down if you were to try to make it a general rulsg
because the basis for making this rul emaki ng change is on
envi ronnent al assessnent on the effect of Carbon-14 to th
environnment, to the public, and a nunmber of other factors
wer e added as response to the petition.

And so at this point the quickest path would
to let it go through as Carbon-14 urea and at sone | ater
if you want to go to a nore general, then you have to add
t hat issue.

MEMBER SWANSON: That's the point |'mgetting
Can you take the considerations that you | ooked at in
approvi ng Carbon-14 urea and can you generalize that so t
they're not product specific, so that you have a general
on board, and if it nmeets the requirenents of this rule,
woul d go through without a three-year delay?

DR. HOWNE: In this case the basis is all base
this particular product in a capsule form for Carbon-14 f
t he amobunt of activity per capsule and for its nedical us
It would be difficult to broaden that at this particular
poi nt .

MR. CAMPER: Right. You would have to go bac
and reconsi der your environmental inpact issues and your

regul atory anal ysis would have to be changed because al

an
e

t hat

poi nt

ress

at .

hat
rul e

t

d on

or

e.

N

of

t he cost considerations and so forth are germane specifig
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to this particular product. So those two areas woul d hay
be reexam ned.

I f | understand your question, if you sinmply
wanted to broaden it to all ow other products like this tg
you woul d have to deal with those two issues.

MEMBER SWANSON:  Yeah, but one m crocurie of
Carbon-14 whether it's attached to urea or sugar probably
doesn't have nuch difference froman environnmental inpact
consi deration. Okay?

MR. CAMPER: Oh, | agree with that.

MEMBER SWANSON: Well, then if you agree with
that, then why can't we cone up with some kind of a gener
rule to address those types of things?

MEMBER NELP: Madane Chair man.

CHAI RMAN STI TT: Go ahead, WI.

MEMBER NELP: | don't see a problem | don't
any ot her carbon | abel ed radi oactive diagnostic material s
has gone through, and I think we ought to focus on --

MEMBER SWANSON: | don't want to do anything
prevent this one from going through. Okay? |'mjust | odg
to the future.

MEMBER NELP: But | don't see anything in the
future that needs our attention.

MR. CAMPER: Well, and again, the petition wa

eto

be,

al

see

this

ki ng

to

192}

di stribute this product.
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CHAI RMAN STITT: Other coments? Oh, | took
gl asses of and | can't see that far. Yes.

MR. GODW N: The Conm ssion very easily could
adopt a rule that would allow, say, any isotope that does

del i ver above X ampunt of dose and under these conditions

doesn't exceed that as a general rule. You wouldn't want
touch this petition at all, but what you may want to | ook
I's perhaps tritium m ght cone along as a potential. Perh

sone ot her isotope m ght come along, and if you had a gen
provision in there that would say that if you neet these
conditions, you qualify for this either GL or exenption.
m ght be the way to go, but you'd have to have a generic
i npact statenent devel oped to evaluate it and econom c
consi derations to address it.

So that would be a fairly |l arge undertaking o
the part of the Comm ssion staff, but it can be done, and
know, sonmebody out of the public could petition the Conmm
to do it as sort of a goodw Il public gesture.

The nore likely thing woul d be probably sone
organi zation |like this or sone other professional organiz
do it, nmake a request, not the general public, but it cod
done, and if it's viewed as potential matter of urgent pu
necessity, sonmebody should petition them and get themto

it.

n't
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CHAI RVMAN STITT: Dennis, do you want to add tp
hi s comment ary?

MEMBER SWANSON: Thank you. That's what | wa

L)

trying to get at. Okay? You know, to me what troubles ne i
this has gone through three years for these people to be |able

to distribute this product. It's alnost a conflict of trjade

in a way. Okay?
In the interim--
PARTI Cl PANT: Restraint of trade.
MEMBER SWANSON: Restraint of trade.
In the interimanother product's been approved

that does involve the use of radioactivity. |'mnot surse

that's in the best interest of the public, okay, if it tagkes

—+

three years to get a very val uabl e procedure on the nmarkeg
Somet hi ng to consi der.

CHAI RMAN STITT: Thank you.

Lou, did you have sonething to say?

MEMBER WAGNER: No, it's just a fine exanmple pf

where we run into the problem where | believe that there'|s not

enough -- | don't believe there's enough consideration gijven

in regulatory process for the down side of what occurs any
time you wite any regulation, and this is a fine exanpl g
where sonmething that is very beneficial to the public is

actually now sonewhat detrinental to the public because we

haven't been able to get it out, and it continues to --
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MR. CAMPER: But bear in mnd the product is
avai l able, and it can be used.

MEMBER NELP: The product is available to
practitioners throughout the country.

MR. CAMPER: The only issues is --

MEMBER NELP: And there's no patient who need
the test who can't access the test through a qualified ny
medi ci ne physician or |icensee. So, you know, it's real
exaggeration to say that the public has been denied acces
this material. The public has had access to this materi g
whol e time.

What they want to do is to send it to
gastroenterol ogi sts and have themuse it in their offices
cetera, et cetera. W do the test, and it's not easy to
real ly.

CHAI RMAN STITT: John, do you have a comment ?

MEMBER GRAHAM | think what the group is try
to express is sone frustration that --

MEMBER NELP: Over the tine.

MEMBER GRAHAM -- that in the spirit of
capitalismupon which this country has been devel oped we
thwarted a potential comrercial application which appears
have had | ow public risk, and if it canme up in the future

woul d encourage staff to try to devel op a nore generic

192}

cl ear

y an

s to

t he

do
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have

to

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

427

procedure that it would not be kept off the market for as

as three or four years.

CHAI RMAN STITT: N cely put. That's why we a

t hese adm nistrator onto our Comm ttee.

Al right. | think we're done with this topi

MS. HANEY: Well, | have one nore petition th
we are wor ki ng on.

CHAl RMAN STITT: Go ahead.

MS. HANEY: [It's a petition that we received.
believe it was the end of last year. It was fromthe
University of Cincinnati, and what the request was was tdg

al l ow caregivers to patients that are confined under 35.7
receive a dose up to 500 mllirem

Ri ght now those individuals are limted to 10
mllirem W are in the process of devel opi ng a rul emaki
pl an that would go up, again, to the EDO and to the Conm
on it.

What we are | ooking at right nowis 500 mlli

to the caregiver. The caregiver would have to be an adul

The facility, it would be based on a physician detern nat|i

that the individual could exceed the 100 mllirem
There woul d be no badging, no explicit badgin
requi rement. However, the |licensee would have to limt t

dose to 500 mllirem and we would require docunentation

| ong

| ow

()

At

5to

ng

SSi on

[ €NB

—+

he

of

ALARA instruction, and that a consent was given.
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| woul d expect that the draft ruling, which w
probably cone before the ACMUJI at the next neeting, but i
woul d like to take a few m nutes and give ne any comment g
it, we can consider that in the plan devel opnent.

CHAI RMAN STITT: Larry, do you sonething on t

MR. CAMPER: No, | just have one nore thought
the petition just so you'll have, again, the perspective.
product has not yet been approved by the FDA either. The
have the letter of approvability, as | understand it. TNh
in their final negotiations and discussions with FDA

So, again, just for the record, we're not hol
up this issue in that context.

CHAI RMAN STI TT:  Dan.

MEMBER FLYNN: So | guess we'll get nore
information later. | was curious about a 500 mllirems
exposure to some procedure, and then there's no film badgd
or no exposure reports on these people who could get nult
-- | mean, I'mnot sure what this is all about, but maybe
coul d give us about, but mybe you could give us nore
information the next tine we neet.

MS. HANEY: Sure. 1'Il be able to give you n
information, but basically it would be if an individual W
the hospital, was confined under 35.75, the caregiver co(

come in. There would be the potential that if the patien

D

f

h

d

t

in nore than once and it was the same caregiver, that thi
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caregiver could get nmultiple instances of 500, and that'sg
to a certain extent the physician discretion is allowed i
there when they're deciding that this person could go gre€g
t han 100 and could go to 500.

DR. FLYNN. Well, | was thinking about nultip
patients with the sane caregiver.

MS. HANEY: Again, that's the sanme. That
possibility exists in this framework, and the rul emaking
will go out to the agreenment state for their review, too.
don't know. | saw Aubrey's hand go up. Did | guess what
hand went up for? But that'll go out for 45 days to the
agreenent state, and that's why | say |I'll probably bring
in-depth information to you at the next neeting.

CHAI RMAN STITT: All right. I think that
concl udes that portion of the agenda, and | renenber the
agenda correctly, the next itemis to discuss plan for th
Comm ssion briefing, and, Larry, didn't you and | say tha
that would be off of the --

MR. CAMPER: No, it has been transcribed
hi storically.

CHAI RMAN STITT: Okay.

MR. CAMPER: So we'll keep it on the record.

CHAI RMAN STI TT: Okay. Do you want to introd

this segnent?

why

ater

pl an

t he

e

—

Lce

MR. CAMPER: | can do that.
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You're at the point now where you're to focus

upon preparation for your Conm ssion briefing in May. YQ

know, at the outset what we challenged you to do was to di

your prelimnary views on the SRMor DSI No. 7. W indig
to you that we would |like for you to prepare a witten s¢g
comrents on the SRM and DSI-7, for that matter other issu
that had not been addressed in the DSI or the SRMin
particular, and then we had a nunber of topics on the age
this time that dealt with, you know, the real benchmark
topics, such things as the quality managenent
m sadnmi nistration rule, the nedical policy statenment, and
forth.

So | think what you should do now is focus am
two things. Clearly, what is it that you want to say to
Comm ssi on when you brief it in May about the SRM on DSI -
about, you know, the positions that they're taking, your
suggestions how they m ght achieve sone of the things tha
they want to do as set forth in that SRM

You know, these topics we've discussed. The

nmedi cal policy statement, you m ght want to convey to thsg

your position on the nedical policy statement, your posit|i

on the quality management m sadm nistration rule, the use
I ndustry standards, the various topics that we've tal ked

her e.

nda

SO

DN
t he

7,

—

of

about
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But | think nore inportantly, kind of steppin
back for a noment, you know, you're briefing the Comm ssi
a time when we are early in the process revising Part 35.
What do you want to say to then? What do you want them't
hear from you? What are your suggestions and advice?

How mi ght you help us to achieve what it is t
Comm ssion -- | mean, obviously the policy makers, that b
t he Comm ssion, have deliberated on this issue now for, VY
know, a couple of years. They've gone through the stratsg
assessnent initiative. They've gathered public comments.
They' ve considered the 1OM report. They've considered yg
previ ous recomendati ons, and now t hey've done what they
paid to do. They make tough deci sions.

Now, what would you like to tell them about h
t hose deci sions can be inplenmented and how you m ght hel g
staff in doing that and what your perspectives are on son
these topics that we've tal ked about and perhaps others?

You' ve got a short fuse. Really the 8th of M
Is going to be upon you very quickly, and Dr. Stitt wll
deci de how she wants to proceed in achieving that, but I
that's the m ssion before you, and obviously it's a very
i nportant briefing for you because of where we are in ter
revising Part 35.

MEMBER NELP: How | ong? How much time is the

o

ur

e

Ay

ns

neeti ng?
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MR. CAMPER: It's an hour and a half, | belie

CHAI RMAN STITT: All right. Let's talk about

what we want to do. Show me who has been to a Commi ssi on

briefing before. | think the vast majority.

(Show of hands.)

CHAI RMAN STITT: All right, terrific. So we
what we're doing.

MEMBER SWANSON: Well, we know how to get the

CHAI RMAN STITT: Right. Lou, | want to know

know

should take my mug with me or do you think it would be mgre

prudent to -- in case you've forgotten, this came fromthe

Comm ssion at ny first neeting. "I have sworn upon the gltar

of God eternal hostility against every form of tyranny oJer

the mnd of man,"” and | added "woman."” | think that's Lqu on
one of his bad days. Maybe |I'll leave it at home for thdt
meeti ng.

Here's some of the things we've done in the p

procedurally. | believe at our last nmeeting with the

ASt

Comm ssioners there were slides that Barry presented. W as a

Committee interacted with him by phone and by E-mail. W
mai | ed things around, meaning the content of the slides a
for people to coment, to nake changes. It was very
I nteractive.

It was essentially all done by phone, fax, an
mail with an enphasis on the E-mail. Now, |'ve got
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everybody's E-mai|l address, except John's is changing, bu
going to still use your current one. Dan, | need a fax n
fromyou.

MEMBER GRAHAM A procedural question. | ass
if | give the newone to Bill he would forward it to al

the Comm ttee nmenbers?

CHAI RMAN STITT: That's a good idea because h
and | are on |ine.

So any changes in E-mail or fax, please send
Bill because that's going to be an inportant way that we
i nteract quickly.

So I'd like to recomend that method. How do
t hat sound to the group?

Now we need to tal k about what we would |ike
be sayi ng. I have sonme general comments, and | think th
some of our comments to the Comm ssion should be rather
general as opposed to comng up with our blank piece of g
and fixing Part 35 between now and May. | think we ought
| ook at the aspects of 35, and it does have several
subsections: general adm nistrative, general technical,
ot her subsecti ons. So | am just suggesting that the
Committee not try to cone with a fixed, down to the word
because we don't have tinme for that, nor do | think it's

appropriate, but 1'd Iike to have the Conm ssion get a f¢g

unber

Lme

of

D

can

D
(7))

at

aper

to

and

eling
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fromthis Conm ttee which has now been working together f
several years.

| mean nost of us have now been on it so that
have sonme cohesion here, not necessarily agreement with g

the ideas. Some of you are going to have very specific

on very specific parts, and | find that valuable. Oherg
going to be looking at it -- we rely upon you, John, to h
the overview. John, |'m speaking to you. Ckay.

(Laughter.)

CHAI RMAN STITT: So you seemto be particul ar
adept at that. So |I'mnot going to assign parts. Anythi
fair game, but that is certainly one of ny ideas, that wg
shoul d address any part we want to, and we don't have to
down to the sentence structure.

So I'lIl stop talking there and let the commt
continue. Jeffrey, then Dan

MEMBER W LLI AMSON: Well, | think there are b

areas of concern that we, nobst of us, agree on. | think

woul d be hel pful to tal k about, you know, the discussion
had on the nedical policy statement and where we think th
boundary between regul ated and unregul ated activity shou
in the practice of radiation nmedicine and why and how t hg
I npacts, you know, the devel opnent of the new Part 35.

Maybe it's only ny own hobbyhorse, but I'mre

or

ng is

get

e

d be

—

al |y

concerned about the associ ated enforcement process.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

435

CHAI RMAN STITT: Say that phrase again.
Di ssoci ated?

MEMBER W LLI AMSON:  Associ at ed.

CHAI RMAN STI TT: Associ at ed.

MEMBER W LLI AMSON:  Yes. |'mvery concerned
about the associ ated enforcenent process. | think, you K
many of the specific ainms and endpoints and even prescrig
suggestions are those all of us in our institutions would
i npl enent in one way or another, but the enforcenment prog
at least in the hands of some individual inspectors, is @
hi ghly torturous, time consum ng activity and one that |
creates a lot of aninosity between the user community and
agency.

So, you know, ny feeling would be that we sho
try and get the thought out there that not only should ws
designing a set of regulations that define endpoints and
requi red procedures, but somehow the body of the regul ati
t hensel ves shoul d address the enforcenent process and sor
set limts to try and make it nmore likely that this
enf orcenent process will foll ow conmon sense and be nore
consistent with the clinical practice at, you know,
institutions deened to have an adequate program

CHAI RMAN STITT: 1'd like everybody around th

table to have an opportunity to nake statenents about str

now,

tive

€ss,

t hi nk

t he

ul d

be

ons

D

ong
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feelings that they have on the nedical policy statenment 3§
DSM or 35.

MEMBER W LLI AMSON: So just as a general them
that's sonething, you know, | would like to see.

CHAI RMAN STITT: But |I'm | ooking for general

t henes here.

Dan.
MEMBER FLYNN: No, | agree. | think at this
neeting we should look at it as a great opportunity. | t

you can start off with this basic phil osophical issue abg
t he nedical policy statement, but don't take up the entir
meeting on that.

| think if you | ook at this tab that says "SR
DSI -7, Topic Page," and then page 2, there's just eight t
that cover only a half a page. |It's what the Conm ssionsg
woul d |ike the staff to focus on, and they're | ooking for
advice fromthe staff as being the high focused area.

We shoul d use this opportunity to focus on th

eight itens, you know, revising Part 35, high risk, |ow rfi

changing -- well, changing nonenclature fromthis
adm nistration -- that's a given -- Part 35 redesign. The
qual ity managenment rule will beconme totally different. Y
know, using industry standards.

These issues, | think we could address these

nd

D

hi nk
ut

e

Mre

opi cs

ou

during a presentation which could take a half hour to 45
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m nutes, starting off with 15 m nutes of the basic
phi | osophi cal issue about the nmedical policy statenent.

But putting that aside, | think we should add
the specific things that they're asking for help on becady
this is our chance to have an inpact in the begi nning.

CHAI RMAN STITT: | agree with you.

Jef f.

MEMBER W LLI AMSON:  Wel |, another thought. W
m ght comruni cate with you via E-mail and conpl ete maybe
- maybe you could collate our thoughts about the sort of
relative risks in different sub-areas. To sone extent, Y}V
know, if we follow through coherently with our point of \
even sonething that would be in sone sense deened high ri
virtue of the severity of the possible conplications, if
were nedi cal events such as high dose rate. We're saying
shoul dn't make reactive regul ati ons based on single incidg
There shoul d be sonme evidence that the problem exceeds, YV
know, sonme threshold which is defined by |ooking at areas
medi cal practice.

But still, they did ask us to do that, and |
think it's maybe a useful point of discussion because it
benefit for the nuclear nmedicine comunity of excluding f
you know, sone |evels of regulatory scrutiny a whole | ot

procedures, which I think we should support that.

[ €SS

Se

our -

ou
i ew,
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CHAI RMAN STITT: Well, and as we've had our
neeting this past day and a half, within these Points 1

t hrough 8 we have spent certain amunts of time discussirn

aspects of several of them including high risk, |low riskK.

were able to focus on diagnostic m nus |odine-131, and |
t hought that was a pretty good step for us to begin wth.
we can again use those opportunities that we' ve had for
di scussion in the other part of our report.

MEMBER W LLI AMSON: But |'m suggesting we al
sort of do a little homework and maybe each of us, at |e3g
each of us that are interested, wite out maybe our thougd
about the other areas of radiation nedicine, send it to
and you can | ook at them and see whether there's a consen
that we could present.

CHAI RMAN STITT: | agree with that.

MEMBER W LLI AMSON:  Fol |l owi ng the framework t
we' ve kind of established for diagnostic.

CHAI RMAN STITT: And include in that as you'r
t hi nki ng through what are the close, personal, neani ngful
aspects of these Points 1 through 8 and Part 35 -- | amd
to, since we voted as a Conmttee with Judith as the neg3
vote on the nmedical policy statenment -- | nean, | think v
state that that was our intent, recognizing Judith's cong

and that we don't on E-mail have to di scuss that too nuch

g

So

st
hts
ou,

Sus

hat

oi ng
tive
e can

erns,

except as you have points to nake to nme as your points re
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to the nodifications that we have brought up for change ijn the

medi cal policy statement, it would be hel pful to see how|those

rel at e.

what

t hat

what

Part

So your homework assignnent will be to decide
is meani ngful to you fromthe eight bullets here, and
what you would like to wite back to ne personally gnd
i s meani ngful, you know, what strikes your fancy frqgm

35, because you represent not only yourselves, but your

institutions and the different parts of the nedical community,

as well as the patient, and I'm | ooking at you on this,

Judith. Okay? |'m pleased that you're going to be part |of

our

present ation.

group since you' ve been with us so |ong for our

So that's your homework assignnent, and then as |

receive things, I'"'mgoing to pass themto the Commttee. | So

everybody's going to be seeing what | get. ['Il be the

central clearinghouse.

clerical supervisor here.

general? Line Itens 1 through 8. Okay. Medical policy

Okay. Let's keep going. Larry's being the

MEMBER NELP: | have a --

CHAI RMAN STI TT:  Phi | osophi cal concerns in

statenment, Part 35, okay. So those are things we're sayi|ng.

Denni s and then WI.
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MEMBER SWANSON: A comment on Nunber 3 there.
you | ook at what the Comm ssioners have asked you to do,
say focusing on Part 35 and those procedures that pose th
hi ghest risk. They're not asking us to define low risk 4
hi gh risk procedures, and | think as a general point if
| ook at the definition of risk, okay, which is probabilit
event tinmes the consequence of the event, based upon the

own docunmented history on the reports of abnormal events

m sadmi ni strations, all of nedical use of ionizing radiat|i

iIs low risk.

That's not really what they' re asking us to d
here, is classify themas low risk versus high risk. The
asking us to focus on those procedures that pose the high
risk. OCkay?

So | think we need to be very careful in talk
I guess the general point |I want to make is that everythi
we're dealing with is low risk. Okay?

Now, |'ve come to the realization, the conclu
that we're going to be regulated. They're never going tg
regulating us. There's no way that we can convince them
they're low risk, but, you know, we've got to be careful
we use that term Okay?

CHAI RMAN STITT: And do you feel better about

yoursel f now that you've cone to that realization?

t hey

e

nd

ou

y of

NRC' s

and

O

y're

est

ng.

ng

5i on
st op
t hat

how

MEMBER SWANSON:  No.
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CHAlI RMAN STI TT: But is it easier tolive in

world that you work in?

MEMBER SWANSON: My low risk world or highr
wor | d?

CHAI RMAN STITT: | think there are areas that
wll be regulated, and it's up to us to try to help focus
those areas that we think we can be hel pful wth.

WI's next in line and then Jeff.

MEMBER NELP: | would think prelimnarily we

m ght want to look at Itenms 1 through 8 because sone of t

are really lightweight items that we don't want to spend

time with, and sonme are nuch nore appropriate and neaty.
For example, Item No. 4 is changing a word or

concept versus sone of the other things. So | was wonder

if we could maybe -- it would help you. You wouldn't

harvest comments fromthings that we really aren't
i n discussing with the Comm ssion. W wanted to f
probably on three or four mjor itens.

CHAI RMAN STITT: | doubt that we w ||

comments on all of one through eight. 1'll see what the
Commttee's sense is, although the shortest sentence in t
whol e body appears to be Number 4. | don't think it's th
nost lightweight. | think that there's a charged environ
about those phrases, and you know, it's our opportunity t

have sone inpact or to at |east get our opinions out ther
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but we could have -- and |'m sure there will be hours of

di scussi on through all of this process about

m sadm ni stration, nedical event or replacenent term nolg

Jeff, | think you were next.

MEMBER W LLI AMSON:  Yeah. | don't know if |
under st ood Dennis to say that you think all radiation nmed
procedure -- there are no radiation nmedicine procedures t
fall into the category of high risk? No? |I'msorry.

want ed to make sure | understood your comment.

MEMBER SWANSON:  You know, |'m so confused ab
the definition of risk and how it applies to this, okay,
because if you |l ook at the classic definition of risk, it
the probability of an event tinmes the consequence of an ¢
and | think we've got pretty good data to suggest or not
suggest; we've got good data to support that the probabi
of m sadm ni strations, the probability of occupational
exposures, the probability of public exposures associ ated
the use of ionizing radiation in nmedicine is very |low, arn
this is a product, probability tinmes consequence, that wg
make everything low risk. Okay?

So that's a general philosophy. Now, you kno
what they're asking us to do here is to focus Part 35 on
procedures that have the highest risk. They' re not sayin

pose them on high risk versus low risk procedures. It ge

gy.

i ci ne
hat

j ust

put

vent,

even

ty

dif

ul d

U

g
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confusing within the definition of risk and what we're
supposed to be doing here. Okay?

| think it's inportant for us to enphasize th
by classic definition of risk, everything that we do is
risk.

MEMBER W LLI AMSON:  Well, can | follow on tha

CHAI RMAN STITT: Well, let nme make a comment
t hen you and then Lou.

| mean, if you | ook at radiation nmedicine in
context of other areas of medicine, Dennis is exactly rig
However, this is a regulated nmedical -- this part of the
Is regulated by the NRC. So we, | think, have -- it's up
us to suggest areas that need higher surveillance than ot

and | don't want to get this Comm ttee caught up on

definitions of risk, although that's a good one, but ranKi

risks.
| mean, | think you have to look at this as a
overall picture, but there are areas of radiation nmedicin

that need nore surveillance than others, and in that sens

|'d be glad to, you know, devel op sone sort of a step-w S
appr oach.

Jeff.

MEMBER W LLI AMSON: | think we do have to be
careful. | think something |ike high dose rate brachythg

At

ow

and

[ he
ht .

wor | d
to

her s,

e
€,

e

rapy

or stereotactically guided external radiation, you know,
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i nherent risk to the patient is high. |If you do it badly
carelessly, you can really hurt the patient.

Now, having said that, the way the nedical
pr of essi on conducts the operation or execution of these
procedures, the actual risk is quite | ow because we, as
prof essional practitioners, incorporate all kinds of
saf eguards and procedural details to greatly mnim ze theg
i nci dents of these unfortunate events and to mtigate the
severity of the consequences if they occur.

So | think maybe this has to be one of the po
we hammer away at, is how basically the professional sub-
comruni ti es conduct thenselves, but inherently the risk i
hi gher conpared to sonething |ike diagnostic nuclear nedi
where | understand fromthe statenments of our esteenmed ex
col | eagues you could really, you know --

PARTI CI PANT: You can screw up in a nonent.

MEMBER W LLI AMSON: -- not know what you're d
at all and really not hurt anybody very badly.

So there are sone inherent differences, and |

t hi nk perhaps we need to sort of highlight this and be r¢g

honest because we woul dn't be devoting the resources wthi

our professions that we do to quality assurance and opera3
of a skilled and trained treatnment delivery teamif we di

t hi nk that was so.

or

nts

S

ci ne,

pert

DI Ng

al

tion

dn't

CHAI RMAN STITT: Thank you, Jeff.
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Lou WAgner.

MEMBER WAGNER: | think it's inportant that w
|l ook at this in a little bit different light. | don't Ii
tal ki ng about risk. | think we should tal k about the

potential for risk, the potential risk.

Potential risk, if this type of work is done
an unregul ated environnment, that's what we're | ooking at.
What's the potential for risk if it were unrelated? Ther
are.

And | think Dennis' coment is correct that w
want to | ook at the higher risk activities, the activitieg
whi ch there is the higher potential for risk. That's al
let's keep it in that focus and not try to define risk it
It's potential for risk if we were working in an unregul g
envi ronnent .

CHAI RMAN STITT: Thank you, Lou.

How about this side of the roon? WI?

MEMBER NELP: Well, | think if we told the
conmm ssion two things, one, that if you | ook at the risk
radi ation in medicine statistically, that the group has d
an excellent job because it is a very unrisky business or
ri sk business, and | think what they want to hear is exag
what you said. What procedures are there that you have t

careful about because you're going to harma patient if

[{2)

ke

e we

[}

s at
, and
sel f.

t ed

of
one

| ow
tly
0 be

ou

don't do it correctly? And that's what | would envision
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a high risk procedure, and if you screw up in sone proces
the control or the adm nistration, then you could potenti
harm t hat individual patient in that individual procedure
| think that's what they want. That's what they're direg
us to focus our attention on, and | think we should prob§g
agree on that.

CHAI RVAN STI TT: I think we do.

MEMBER NELP: But | think telling themit's n
ri sky business is a pretty good idea, too, to say overal
busi ness is conducted at a very effective Ilow level of r

CHAI RMAN STI TT: Ri ght.

Dan Fl ynn.

MEMBER FLYNN: | think I'd try to keep it a
positive viewpoint as to what they want, try to keep a
positive attitude, and | would | ook upon it this way. |If
was a Commi ssion and if | was a nonnedical person and | j
came on as being a new Conm ssioner and | found out that
there's no full-time nedical people in the entire
organi zation, and if | did have the viewpoint that maybe
want to start backing away from activities which don't h3
hi gh risk associated with them | would want to be able t
| east cover nyself in the event, since |'mresponsible fqg
public health and safety, to get the medical people invo

to help nme define what is lowrisk so if certain itens ar

s of
ally
, and
ting

bl y

Dt a
this

i sk.

ust

we
ve a

0 at

ved

e

removed fromregul ation, and then let's say sonet hi ng shdg
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happen, that |1've done due diligence by involving the ned
experts in a process to renove that lowrisk item and
therefore, | cannot be held accountable for having not
protected the public health and safety.

So we should | ook upon this as a positive eve
as nuch as possible and put ourselves in their shoes, if
wer e Conmi ssioners with no nedical background.

CHAI RVMAN STITT: Let ne ask that question a
little bit stronger. What is the opinion of the group alb
the clinical perspective? That is, the NRC staff, the

Comm ssioners are froma variety of backgrounds that rela

radi oactivity, health physics, health safety. | think thi

group provides the only clinical background as far as the
practitioners of nedicine, dealing with patients. How fa
we want to go with that kind of statenent or perspective?
It can always be used as a clause in any

statenent that's being made, a phrase, rather than anythi
very direct, but | think that's a lot of our frustration,
when you're sitting there with a patient, it doesn't matt
what issue we've been discussing. Certain areas that we'
been through in many of our neetings just cone across
differently when they're in the regulatory framework of a
pi ece of paper and try to translate that to taking care @
pati ent.

Jeff.

i cal

we

out

te to

(7]

ng

er

ve
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MEMBER W LLI AMSON:  Well, | think it's
unfortunate that there are no ex-clinical practitioners
i nvol ved, you know, in the operation of this group that 9§
actively witing regulations and functioning as regul at or
think it would be really hel pful and go a | ong way toward
introducing this sort of theme of commpbn sense throughout
whol e organi zation at the |level of witing regul ations,
devel opi ng gui dance for inspections and licensing if it
possible for NRC to recruit fromthe ranks of, you know,
nucl ear nedi ci ne pharmaci sts, physicians, and physicists.

| have heard all of the argunments about, wel
you'll lose your clinical skills and so on, but hire then
as clinicians, but as regulators. | think there are al
of questions about salary structure, differentials, and s
but that would really be, | think, helpful if, in additiag
hiring fromthe ranks of radiobiol ogists, nuclear enginesg
peer health physicists, if there were sone conponent of t
i nportant people in the agency that cane fromthe ranks g
clinical practitioners, not as nedical specialists, but a
actual regul ators.

CHAI RMAN STI TT: Thank you, Jeffrey.

Ot her coments? W .

MEMBER NELP: | think inherently we al so not

speak for ourselves, but we do not officially, but

S. |
S

t he

er e

N not
ki nds

0o on,

pnl y

unofficially represent a trenendous group of people out t
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i n our own groups, societies, colleges, or whatever, and
you were tal king about we're the only guys who -- this
Committee has so many people who are involved in |ooking
t he nedi cal aspects of things. | think it would be of sdg
value to say we al so represent the thought |line of thous3g
of other physicians that we're in close professional cont
with on a very regul ar basis.

CHAI RMAN STITT: That's kind of an al arm ng
statenment to even see up there, Larry. Clinical practiti
as regulators. | think you have to give up your |license
your society menbership or sonething.

But, no, | think that point's well made, and
is sonething that we have been discussing and that we do
frustrating.

Lou.

MEMBER WAGNER: | think the President ought t
appoint Barry Siegel to the Comm ssion.

MEMBER W LLI AMSON:  Hear, hear

MEMBER NELP: 1|Is he a Denocrat or a Republica

That's the first thing | have to ask you.

MEMBER SWANSON: He's a registered independent.

| asked himthat yesterday.

CHAI RMAN STI TT: But he said he sent a | ot of

noney to Ronal d Reagan hopi ng he woul d decrease his taxeg.

when

at

me

nds

act

oners

or

find

[®)

n?

So

| don't know where that puts him
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Aubrey, and, John, you're going to have to sa
sonet hing. So be thinking about it. So get ready to be
cl ever.

Aubr ey.

MR. GODWN:. | would offer another subject yo
m ght want to consider taking to the Conm ssion, just as
passi ng comment. There are sonme of these regulations in
35 that really could be pulled out now, 35.20 probably b¢g
t he nost outstanding one, but you have sone rel ated ones
35.70 and 35.21(b)(4) and (5). | assunme that they could
revoke entirely and they woul dn't | ose anything, and that
woul d, | think, show sonme progress in trying to help thin

There are a lot of others which | guess
i ndividually some of us mght |ike or not like, but | thi
t hose woul d probably be the unchal |l enged ones to go.

You know, if you have time, | think that m gh
a good one you mght want to bring up and get sone very
specific things the Comm ssion can ook at in the short t
and do sonet hi ng.

CHAI RMAN STITT: Lou, that woke you right up,

didn't it?

MEMBER WAGNER: Yeah. As a matter of fact, at

one of our previous neetings we were asked that very ques

What could be pulled right now? What could you do right

|

a

Part

ng
like

j ust

gs.

nk

erm

tion.

now?
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We gave them recommendations. Nothing's
happened.

MR. GODWN:  You'll have their attention
personally at this tinme.

CHAI RMAN STI TT: Let's take this as an
opportunity. Turn to your book.

MEMBER W LLI AMSON: Part 35.

CHAI RMAN STITT: Part 35 is in there. Just t
face page, 35-1, and let's | ook through the --

MEMBER SWANSON: Can | make a comment ?

CHAI RMAN STI TT: Let's consider that and see
we want to go anywhere with it.

Yes, Dennis.

MEMBER SWANSON: Can | back up and make one
comment about the need to enphasize that all of what we d
generally low risk when you | ook at the standard definiti
risk?

| think it's inportant and one of the approac
| always take with regul atory agencies is quoting their
materials back to them Ckay? If you |look at all of thi
stuff which nobody bothers to | ook at, DESY-12, these thi
on probabilistic risk, | mean the agency itself has defin
ri sk as probability of the event tinmes the consequence of

event, and | think we need to use that definition to docu

oO1is

on of

hes

s
ngs
ed

t he

ment ,

okay, that these are low risk activities.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

452

And the inportance of that comes back to our
to devel op performance based regul ati ons because if you |

at the definition of performance based regul ations, it st

"Performance based initiatives are considered for activit]

where failure to neet the performance criteria results in

tol erabl e conditions for which appropriate corrective act|i

will be taken.™

So if we're going to push ourselves, and |I th
we want to push ourselves towards performance based
regulations, it's inportant to enphasi ze that these are
risk activities, to begin with. Okay?

CHAI RMAN STI TT: | think you've said that. Y
just wanted us to hear it again.

MEMBER GRAHAM  Point of clarification.

CHAI RMAN STITT: Your question is has the NRC

defined risk in that fashion. | think | saw it in sonethi

from'93. Does anybody -- can anybody confirmthat or ng
MEMBER SWANSON: It's in these docunents.

VMEMBER GRAHAM  Well, the ACNP/ SM document we

recei ved.

MEMBER SWANSON: No, it's in the NRC docunent
al so.

CHAI RMAN STITT: | think I saw it in an NRC
st at enent .

need
ook

ates,

nk

ow

D U

[°2)

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

453

MEMBER W LLI AMSON: It's a pretty standard
definition --

MEMBER SWANSON: Does anyone in the staff kno
where that is?

MEMBER W LLI AMSON: -- working in this area
isn't it, Judy?

CHAI RMAN STITT:  Yeah.

MEMBER W LLI AMSON:  So | don't think we want
argue with the whol e profession of factors analysts and s

CHAI RMAN STI TT: No, and we don't want to be
saying to the Comm ssioners, "This is your definition,"
that, in fact, is not correct.

MEMBER W LLI AMSON: We don't have that
conpetent --

CHAI RMAN STITT: One of ny favorite definitio
is even looser. [It's variation around an expectation. T
ki nd of cool.

Are you ready yet, John?

MEMBER GRAHAM  No, | would just |ike staff t
verify that because | want to know whether we're going in
sinmply affirmng the NRC s stated definition of risk or t
we are citing sonme other definition of risk put forward N
some ot her group.

MR. CAMPER:. We can get for you -- there is a

W

—h

hat's

and

hat

y

Comm ssi on position on the use of probabilistic risk
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assessnment in its regulatory approach. | can certainly d
for you the docunents that seemto espouse the Comm ssi orn
perspectives on risk and the use of risk in its regul ator
schema. | can get that for you.

CHAI RMAN STITT: And | think that's where |'v
seen it. If you can, we don't want to | ook real stupid.

MEMBER GRAHAM  Yeah, ideally I'm | ooking for
staff to find a one-sentence definition of risk.

MR. CAMPER: Now, in this context, one of the
things that they do talk about in DSI-12 is that clearly
use of risk assessnment in the materials world is certainl
as refined or used as nuch as it is on the reactor side @
house. | mean DSI-12 does nmke that point, and that even
t hese NUREGs, which are, you know, prepared by contractor
t he agency, they do make that point, that the use of ri sk
the materials world is not nearly as refined.

CHAI RMAN STI TT: Under the tab that's | abel ed
"M sadm nistration and Q" quality managenment program an
m sadm ni stration, Point 1, there is a Comm ssion paper d
3/10/93 entitled "Frequency in Consequences (Risk) of
M sadm ni strations.”™ | think that's one of the places wh

have seen it.

So they're tying those two statenents togethef.

Larry?

et

y

D

t he
y not

f the

at ed

ere |

-
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MR. CAMPER: Let ne toss out sonething for yo

t hi nk about as you go through your deliberations. You know,

where you are has been a long tine com ng and you have about

an hour to make your points, and | think there's about a

hal f

hour discussion, and these things tend to nove right al ong,

and so it's ny suggestion to you, having witnessed a | ot
Comm ssion briefings and having participated in quite a f
you know, what are the big points you want to make?

| mean, let nme just toss a few things out on
table for you to think about.

For sonme tinme now, certainly |I've heard this
Commttee talk a | ot about, you know, the prevailing
regul atory philosophy, and this is a question of the degr
performance orientation versus prescriptiveness, and it
transcends into inplenmentation. It affects |icensing,
i nspection, and enforcenent. So | suspect you have sonet
that you want to convey to the Conm ssion about the under
regul atory philosophy that has been used or should be uss
That's a big take-honme point.

Governnment by yo-yo, we've tal ked about that.
You know, we can refine Part 35 and naeke it, you know, as
perfect as it could be, but if over tine ten years fromn
continue to do the yo-yo thing, we will probably find

oursel ves with once again an oppressive set of regulation

of

ew,

ee of

hi ng
l'ying
d.

ow we

S.
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So this idea of the way in which the Comm ssi
chooses to react to even singular events, | nean, | think
heard this Conmttee tal k about that over tine.

Clearly, the reaction to the SRM | nean, |

the Comm ssion is going to want to hear what your thought
about the SRM You've got these Itens 1 through 8. You
step through those in fairly short order, but |I'msure th
want to know what this Conm ttee thinks about the SRM and
the staff m ght go about taking that direction.

Medi cal policy statenment. | nmean, you've spe
fair amount of your time over the |last two neetings talKki
about the nedical policy statenment. |If you think the med
policy statenment is problematic or could be inproved, yo(
probably ought to tell themthat. That's a big deal beca
again, everything that the Comm ssion does on the nedical
should flow fromthe nmedical policy statenent. It is theg
underlying policy that the regul ations are borne from and
i nspection and |licensing procedures flow from

Ri sk and the appropriate |l evel of regulatory
presence for that risk. | think that you can get terrib
bogged down in trying to describe risk. Risk is a very
difficult thing to put into a small box, but it seens to
one of the things |I'mhearing your commttee saying is th

you know, there's relative risk in terms of all kinds of

| ' ve

know

S are

can

ey

how

ng

i cal

use,

si de

t hat

y

at,

things or there's relative risk if we draw a narrow box
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terms of procedures that we do in nmedicine involving bypr
mat eri al .

Now, sonme of those functions are nore higher
activities, and perhaps they warrant a hi gher |evel of
regul atory presence, but by the sane token it's al npost
i npossible not to ook at risk in the broad spectrum

So it seenms to nme that your point is two thin
One is you should not | ook at nedical use of ionizing
radi ation in a very narrow perspective. |t should be bor
out of all risk. Okay?

And training and experience. W haven't talk
about that yet. | nmean, how many tinmes have you tal ked a3
trai ni ng and experience over the years? Wat is the
appropriate level of training and experience? What's the
of the authorized user today in 1997 and what shoul d thei
| evel of training and experience be? Wat about training
experience requirenents, if any, for other practitioners
i nvolved in the application and adm nistration of radi oag
mat eri al s?

So training and experience is a hot bud. W
tal ked about it a lot. It seens to nme like it's somethin

wort hy of thinking about.

Qual ity managenent rule and m sadm ni strationg.

Now, your quality managenent rule you'll have an opportun

oduct

ri sk

S .

ne

D
o

bout

rol e

=

and

tive

[°2)

ity

hat

to react to the Comm ssion's perspective as you address t
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particular item but it seenms to ne that you've had sone
fairly strong feelings about the quality managenent rul e.
Certainly Dr. Wagner once again today said, "Look. | jus
don't see the efficacy for this. You haven't established
It wasn't there to begin with, and you haven't shown it f
four years.™

So, | mean, you know, the QMrule is a big de
Now, you can react to and you should react to what they'r
asking the staff to do. Okay? But you m ght want to say
sonet hi ng about quality managenent rule. Should it be us
a rule? Should it not be used as a rule? Those types of
t hi ngs.

M sadm ni strations. The itemtells the staff
change the nomenclature. That's the tip of the iceberg.

That's the tip of the iceberg. |'ve heard you over the Yy

say a lot of things about there's no other place in nedidgi

where such events are required to be reported. These evs
seemto be treated in a punitive fashion.

It started off, if one goes back to 1980, as
being a reporting of certain kinds of things, but over ti
It's had enforcement issues associated with it, you know,
vi ol ations and so forth.

So it seens to ne that m sadmnistrations is

sonet hing that you probably have sonme feelings about, and

e

ed as

to

ears

nts

you

want to at |east give sonme philosophical perspective on.
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Emer gi ng technol ogies and the flexibility of
35 or the capacity to accommpdate those energi ng technol g
i n sonmething that resenbles a reasonable tinme frane. | n
just a few nmi nutes ago you spent sone tinme tal king about
fact is we can't even get this Carbon-14 passed in sone t
manner, and it's conprom sing American capitalism and sa@
forth, and it's not a safety consequence, and so | think
heard the Conmttee over tinme talk about the flexibility
the capacity of Part 35 to address energi ng technol ogi es.

And then finally, it seenms to me that if | we
in your shoes, | would want to tell the Commi ssion how tNh
ACMUI process is working. You know, we spent sone tine i
this nmeeting tal king about further ways of enhancing
communi cation. | think there are sonme positive things tag
and | think there m ght be sonme things that you still thi
war rant i nprovenent.

How do you feel? What do you want to tell th
Comm ssion, if anything, about the ACMJ process, and in
context, what role do you want to play as we proceed to r
Part 35?7 Because clearly the Conm ssion has said to the
staff: wuse the ACMUI and professional societies and so f

So, anyway, those are just sone big ticket it
that conme to ny mnd. G ven that you have about an hour

given that as tinme marches on, you'll have, you know, qui

Par t
gi es
ean
t he

imely

' ve

and

e

say,

nk

(1)

t hat

evi se
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bit of opportunity to address specific adjustnment so the
| anguage and regul atory guides and all of that.

So, anyway, just sone thoughts to share with
just sone observations.

CHAI RMAN STITT: Okay. Comments on this |ist
t hat we've been putting together?

MEMBER FLYNN: Yeah, | agree with Larry that

we' ve been tal ki ng about these things all along, and I thi

if you think of this as let's say it's a 40 nmi nute
presentation, the first half could be the regulatory

phi | osophy, which brings in the nmedical policy statenment,
whi ch brings in their classical definition of risk and o
feelings about that, and then in the second phase, on It¢g
No. 1 through 8, which can include the quality managenent
because we're discussing Part 35, which also would includ
enmer gi ng technol ogi es because we're di scussing the nodul e
that will go with Part 35, and trendi ng experience which
go in there al so.

But | think when we get to -- there's one ite
that I'd like to focus on. | think we should distinguish
their definition of risk as part of the first, in terns @
phi | osophi cal issues and the nmedical policy statenent, tNh
definition of risk, because it's in our new recomended

definition of nmedical policy statenent.

rul e

you,

=

ns

rul e

e

S

can

m

f the

eir
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But when we get down to the nedical process,
have to really assunme that the Conm ssioners are asking g
I nput for us to tell them as medical practitioners who de
with patients what we think is -- let's forget the word "
-- a procedure which, if gone wong, can result in dire
consequences to the patient, and forget about risk. Medi
consequence.

And technetiumis not, and HDR maybe is, and
think we should be able to define nmedical consequences of
procedures and classify themin general ways that way.
Qutside this formal definition of risk, they're |ooking f
medi cal input from nedi cal people who take care of patien
to what we think our procedures with significant nedical
consequence if they go wong, and we should tell. Themt
have no one el se who take care of patients to tell themt

CHAI RMAN STITT: Well put.

Yes?

MEMBER WALKUP: There's a definition of risk
this NUREG t hat we have on page 9.

CHAI RMAN STITT: What's the binder tab thing
it?

MR. CAMPER: Six, two -- give themthe nunber

MEMBER WALKUP:  Si xty-three, twenty-three.

CHAI RVAN STI TT:  Ckay.

ur
al

ri sk"

cal

or

ts as

hey

hat .

MEMBER WALKUP: It's on page 9.
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CHAI RMAN STITT: On page 9. Read it to us.

MEMBER WALKUP:  "The definition of risk nust
stated in operational ternms. The |ICRP discusses risk in
Publ i cation 60. Before the publication of this docunent,
| CRP had defined risk as a probability of a harnful effeg
mai nly term nal cancer or severe genetic effects. Howeve
outside the field of radiation protection risk has severa

ot her neani ngs, such as a threat of an undesirable event,

i ncluding the probability and character of the event," an
on.

CHAI RMAN STITT: Okay. | think that's saying
probability and consequences.

MEMBER SWANSON: Consequence.

CHAI RMAN STI TT: Yeah, Jeffrey.

Thank you, Theresa.

MEMBER W LLI AMSON: | think the third of the
3in Part 35 we've had a lot of criticismof is ALARA
principle, the way it's treated. So | really think that
shoul d at | east be nentioned.

The other thing that's very difficult to
quantify, but the last briefing, | worked with Barry and

of devel oped the outline, bare bones, of a sort of altern
regul atory paradigmthat relied nore on a certification

process than an inspection and | ooking for specific viola

be

t he

—+

d so

Bi g

ki nd

ative

tions

and failures to put signatures down and so on. | don't K
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whet her that would be -- it's a possibility though if we
build some consensus around it.

Lou and | have tal ked, and | think nmaybe we'r
closer in our views on that topic than we were.

CHAI RMAN STITT: Okay. | think it would be
difficult to get a long discussion going and a group cons

in this short period of time. That could well be sonethi

that the Commttee wants to bring out and discuss in detdi

we continue to work, and | believe Larry was sayi ng that
shoul d potentially consider a subcomm ttee of the ACMU t
work with the working group as this process continues.

MEMBER W LLI AMSON: We m ght just suggest it.
You know, there may be sone relatively radical departure
the regul atory paradigmthey're no using, m ght be consid
and this would be an exanpl e.

CHAI RMAN STITT: Other comments?

| guess I'll have to take John's advice becau
it looks like we're going to be wapping up by noon. Is
how the Comm ttee consensus iS?

MEMBER NELP: The exanple would be --

CHAI RMAN STITT: Well, then we'll do it just
you, WI. Well, we started an hour ahead of the printed
agenda.

So let's make another trip around the roomfo

coul d

(1)

ensus

ng

we

from

ered,

t hat

conment s. Go ahead, John.
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MEMBER GRAHAM If |I'm hearing correctly, it
sounds like the ACMUI is in agreement with the concept of
that was stated by the -- what is this thing called? -- t
I nternational Conm ssion on Radi ol ogical Protection in
Publ i cati on 60, the product of the probability that an e\
occurs and sonme neasure of the potential |oss or consequg
associated with that event.

| think that becones a solid point of referen
| don't know that we're going to find that the NRC Commi S
ever passed that, but it's clear that the International
Comm ssi on on Radi ol ogi cal Protection passed it, and they
published it in that docunent.

So I would recomrend that the start of a
phi | osophi cal discussion, as Dan was saying, the introdugc
of this presentation, would be that the ACMJI supports th
| CRP-60 concept of risk, quoting that thing.

| think | agree with Dennis. | think we need
point out to the Comm ssion that the history of risk fron
medi cal use of isotopes has been very low It's the hist
It's the actual reality that | keep hearing from Lou and
Denni s and Jeff.

The history has been a result of the standard
policies, and procedures that have been voluntarily devel

by nedical practitioners and as a result of a portion of

risk

he

ent

nces

si on

tion

e

to
nt he

ory.

192}

oped

t he

regul ati ons that have been established by the NRC.
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| mean, as a hospital admnistrator I will no
sit here and say that every hospital would have built an
i nterl ocking systemto prevent entry into an HDR roomii f
hadn't been right. There are adnministrators out there tNh
woul dn't have been enlightened enough and they could have
saved a few thousand bucks, and they would have left it g

So | think it's inmportant that we as a conm t
agree that there are regul ations that have been on the bag
t hat have had benefit, and I'd |like to pause there becaus
realize that statenment nmay be a point of contention.

MEMBER SWANSON:  No, | don't think so.

MEMBER GRAHAM No, it's not?

CHAI RMAN STITT: | presune you have it witte
down so you can E-mail it to ne?

MEMBER GRAHAM  Yeah, | do.

CHAI RMAN STITT: | also want to tell you | kn
we' ve discussed this. |Is your HDR unit bolted to the dodg
the wall, et cetera, et cetera? There was a blurb in thi

norni ng's paper. Sonebody hauled off a time machine fron
bank. | don't renenber which part of the country.

MEMBER GRAHAM  Oh, an ATM

CHAI RMAN STITT: It wasn't bolted to anything
and he carted it off with $5,000 init. So |l think I'dr

have that than an HDR source, but one never knows.

at her

MEMBER GRAHAM | agr ee.
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CHAI RMAN STITT: All right. Do you want to g

ahead and make some nore comments, John?

VEMBER GRAHAM Well, | think that, sort of

havi ng worked through that background, that the ACMJ agr

with the Conm ssion that the NRC shoul d, one, continue the

ongoi ng programwi th i nprovenents, which is Option 2, and,

two, decrease the oversight of lowrisk activities with
conti nued enphasis in high risk activities, Option 3.

| think to the extent that we can concur with
what they've witten into the SRM it's awfully hard for
Comm ssion to argue with what they've already told their
staff to do, and I think we tend to agree with those two
options.

MEMBER NELP: Tend to conply with that option
We've said that we didn't agree, but we are willing, cert
willing to conply.

VEMBER GRAHAM Well, and in the E-nmail we ca

debate --
MEMBER SWANSON: | think --
MEMBER GRAHAM  -- the nuances of verbs.
MEMBER SWANSON: | think you want to add in t

to devel op performance based regul ati ons because actual |y
justification that these are low risk makes it justifiab

do performance based regul ati ons.

(@)

ees

a

own

ainly

her e
t he

eto

VMEMBER GRAHAM Correct.
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MEMBER SWANSON:  COkay.

MEMBER GRAHAM | think Lou has an observatio
he'd |i ke to nmake.

MEMBER NELP: | thought we were on this other
tabl e, John.

| did have a comment. | think we have a pret
big platter, and the things that Larry nentioned | though

were all relatively inportant, and | |ike Dan's point of

~—+

Vi ew.

Well, we're going to tell them one or two or three things, and

we're going to group them and | see that happeni ng, and
think that's the nost inportant thing we can do, say, "W
three things we want to tell you, and this is what they 3§
and these will be part and parcel of those things.

CHAI RMAN STITT: Right. | need to have sone
comment fromthe group about training and education. Do
want to be bringing this up? If so, what do we want to S
and where?

| also agree with your overall statenent that
can't be fixing the world here. W want to be --

MEMBER NELP: | don't think that's very
controversial at the nmonent, is it? | nmean | don't want

CHAI RMAN STITT: A coupl e of shakes no.

MEMBER GRAHAM 1'd like to hear Lou's feedba

on what | had said so far before we nove on.

have

re,

ay
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MEMBER WAGNER: Yeah, what nmy comment was goi
to be is the following. Most of the regulations that arg
written reflect common sense, and personally if you go th
the regulations like M. Adler in the former |1 OM report,
of the regulations are just reflecting comopn sense.

A lot of tinmes when these regul ati ons becone
onerous, it is not the regulation. [It's the enforcenent
the regulation, and therein lies a lot of the difficulty.

| think this Conmttee can nmake all of the
recomendations it wants regarding changes in regul ation,
with that has to be reflected a change in enforcenment, arn
beli eve that the change in enforcenment of regulations sha
be that they, too, nust be perfornmance based, and we nust
this attitude that if there is a violation, then even thg

you run this enornous organization and you have several n

violations, we're going to go make them public and advert|i

themto the world that you're a bad institution because VY
got three viol ations.

And | read that in the newspaper not too |ong
about violations at one institution, and we read it in fr
of our radiation safety commttee, and the concl usion of
newspaper was that this was a serious problemat this fag
because here is a history of violations at this facility,

when we | ooked at all of the violations, we said, "Wll,

rough

many

of

but
d |
ul d
st op
ugh

1 nor

ou' ve

ago
ont
t he
ility
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God, they're rather mnor and actually they're running a
damed good program"

This is the problem W have to tie the idea
that not only nust there be a change in the regulation tg
performance based regul ation, but also to a performance b
i nspection so that the enforcenent | ooks at the facility,
there may be several mnor events, but then because they’
m nor, the score overall for this facility is very high,
t hey should not be issued violations or citations, but wh
they should be witten is as a conplinmentary program sayi
you're running a great program You have a few things th
have spotted as potential deficiencies, and you may want
address these in your radiation safety commttee as to ho
make them better or sonething.

Such a type of enforcenment would go a | ong wa
I mproving the relationship, and, God, we need inprovenent
the relationship between those who are regul ated and the
regulators. |If you did that, the problem about the
information flow on events and things of that nature woul
start to be alleviated and you'd |l earn nore. You'd open
doors.

CHAI RMAN STITT: Nicely put.

MEMBER W LLI AMSON: Very good.

CHAI RMAN STITT: Dan?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433

ased

and

and

at

ng

at we

wto

y in

d

up



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

470

MEMBER FLYNN: 1'd ask Larry: wth the vario

regi ons now, four regions now instead of five, but when t

her e

are so-called, quote, m sadm nistrations, nmy understanding is

t hey would come up to headquarters, and headquarters is

i nvol ved in somehow advi sing or determ ning enforcenment go

that a region, let's say, Region Il, doesn't react in a nmuch

nore different manner than Region II11, for exanple. Ther
some kind of balance or proportionality invol ved.

Are you | ooking at those issues in enforcenen
ri ght now?

MR. CAMPER: Right. What happens is the regi

e's

oDNS

have the capacity to make a call on m sadm nistration, tHhat

it's clearly and obviously a m sadm nistration. |If thersg

any question whatsoever, they are directed to send themt

headquarters under a technical assistance request for reMi

It turns out that probably, oh, a very large

per cent age, probably as high as 80, 90 percent, actually

sent to headquarters under a technical assistance request|.

review themas a staff. We make a determ nation as to wh
or not there's a m sadm nistration, and we coordinate it
the O fice of General Counsel.

MEMBER FLYNN: The enforcenent part, you're
heavily involved in the enforcenent part in terns of --

MR. CAMPER: Well, the enforcenment aspect of

are

et her

wi t h

is, I nmean, the regions are follow ng the established
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enf orcenent procedures, and those are, certainly should b
| believe they are to varying degrees of success, conduct
consistently throughout the four regions follow ng the
i nspection or follow ng the enforcenent guidelines.

MS. HANEY: Let ne add that if it does go int
escal ated enforcenent, which would be severity level |, |
[11, that our O fice of Enforcenent gets involved in the
and the regions review it here with the headquarters offi
and we have staff fromIMS that sit in on those enforcen
conf erences.

So between our office, the headquarters offic
OE, there is sonme uniformty between the regions about ha
m sadm nistration is handled once it is determned it is
m sadm ni stration.

MR. CAMPER: Right, and we're only in an
escal at ed enforcenent space, as Cathy said, at severity |
[11 or higher.

MEMBER FLYNN: | guess | always thought, gett
back to that point, if there were nedical people here, ns
fell ows or medical people here, that m nor -- what m ght
m nor incidents -- don't get blown out of proportion int

of not so much fines, but in terns of how information is

presented when it is in the Public Docunent Room or when |i

rel eased to the public. The way the information is prese

e and

ed

D

I or

case,

ce,

ent

w a

evel

ng
di cal

be

er ns

m ght be inmportant to the public.
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MR. CAMPER: Well, that's an interesting poing.

I mean, if you stop and you look at it, at severity I|evel
and |, you are into events of consequence to the patient,
| think those are much nore straightforward. | think thg
conmes with regards to severity level 111 violations becau
what can happen in severity level Il is the thing that L
was getting at. | think this causes sone people sone

pr obl ens.

You can have a mi sadm nistration that, on one
hand, doesn't result in a violation at all or you m ght h
m sadm ni stration that does, in fact, result in escal ated
enforcenment at the severity level 11, again, setting asi
the nore extreme cases of Is and I1s.

And what happens sonetines is that it is an
aggregation of violations to the severity level IIl that
t hi nk causes people some heartburn, and what happens is t
usual |y occurs when there's a m sadm nistration and we ga@
and we find nultiple violations associated with the condu

the quality managenent program and the net result is

following the enforcenent procedures, it is aggregated in
severity level Ill, and then it becones an escal ated
enf orcenent issue. |t becomes published publicly, et cet

| think that's what causes the rub for sone.

MEMBER FLYNN: And then the news nedi a picks

and

rub

se

ou

ave a

de

hat

ct of

era.

wi t h

on it and portrays it as nultiple violations in a center
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a history of violations, and it can really be very damagi
a center if these are, in fact, a nunmber of m nor violati
| think it's the news nedia interpretation of what inforn

is being made public.

MEMBER WAGNER: That was a very interesting t
we brought up in our commttee because it was, | think, 4
Nort heast institution and a large institution. |It's a b

problem for the institution to manage all of these things
you go through a lot of expense and difficulty in really
getting at m nor issues when they can be handled in a nuc
nore efficient way. When good people are trying to do th
and there are some m nor problens, they don't shun them
| ook at them and they say, "Okay. What can we do about t

And we're not trying to regulate the good peo
We're trying to find -- the regulation is designed actual
try to make sure that we don't have bad peopl e out there,
t he bad people are those who are chronically doing the w
t hing, whether at mnor levels or at major |evels. They'
sl oppy at what they do, and they're bad, and that's what
really want to stop

We want to prevent that because that's bad fo
people in general, but when you have good institutions th
once in a while make m nor m stakes or that have a few th

that they just can't control absolutely to 100 percent al

ng to
ons.

mtion

ni ng

g

, and

i ngs
They

hi s?"

ly to

and

ong

we

at

i ngs

t he

time, but it's not hurting anybody; it's a mnor thing, 0
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doesn't show a chronic problem well, then they' re a good
institution. They're trying to do the right thing.

CHAI RMAN STITT: Unless there are other cogen

comments to be made, Larry has got some things to discusg at

t he wrap-up.

MR. CAMPER  Right.

CHAI RMAN STITT: Anything el se that people ha
to get out in front of us?

Jeffrey always has to have the |ast word.

MEMBER W LLI AMSON:  Well, one | ast comment.
We've talked in the past in this commttee suggesting tha
regul atory presence should be, you know, uniformfor al
sources of ionizing radiation, which in radiation oncol og
woul d include Lin. Accs., and nuclear nmedicine, | suppose
i ncl udes cycl otron produced things. Do we want to conmen
that at all? Just sonething to think about. It's an
extensive topic, but it does sort of follow from our
previ ously adopted position that, you know, we shoul d be
t hi nking of a regulatory schene that would work for
everyt hi ng.

CHAI RMAN STITT: Well, they know that they ca
that. | think nmaybe we'll just let themsit with it.

Larry, do you want to go into the kind of

finalizing things here?

t the

y

n do
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MR. CAMPER: Yeah. Okay. Let's talk about t
briefing first. W certainly will need fromyou the slid
whi ch you want to make, the points you want to nmake. W'
turn theminto the appropriate slides follow ng, you know
prescribed format and all of that for you.

Nurmber two, you need to decide how you're goi
to handl e the actual briefing itself. | mean obviously I
assum ng the chair would take the lead role there.

I n the past what has happened is that al
Comm ttee nmenbers are invited to attend. They all do sit
the table. The chair normally obviously | eads the way in
di scussion. Sonetines the chair has asked ot her nenbers
the Committee to make particular comments in an area that
know, the chair feels that person is best suited to do.
| eave that up to the chair, of course.

Again, and | think you're doing that, | would

encourage you to make your points clearly crisp and gl obg

the extent that, you know, in view of the fact that you N
only an hour. | mean, if you get bogged down in a | ot of
detail, you'll mss the opportunity to nmake those key poi

you want to make.
You need to be thinking about -- okay. | thi
that's all on the briefing. Cathy, anything else you can

t hink of?

3

at

t he

of

, you

to

ave

nts

MS. HANEY: No.
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MR. CAMPER: COkay. Let's talk about the revi
of Part 35 and the working group and so forth. |If we ass
for a second --

CHAI RMAN STITT: Let me interrupt for a secon
because | had a question. You just tal ked about the forn
part. We need to allow some tinme for questions and answe

MR. CAMPER: Yeah. What's going to happen is
bel i eve you have an hour and a half. | would think that

presentation and so forth, you know, would run on the ord

of , you know, 45 m nutes to an hour, and then the Conm s¢di

woul d have about a half an hour to ask you all questions,
|"msure there'll be a lot of questions fromthe Comm ssi

MEMBER BROWN: Do you know what tinme of day

VMR. CANMPER: " m not sure. "1l find out.

VEMBER GRAHAM Could we find that out becaus

that affects nme?

MR. CAMPER: I will find out. Il think it's -t

MEMBER GRAHAM  Before we | eave?

MR. CAMPER: | want to say 10:30, but "Il fi
that out. We'I|l get that.

Can we get that answer quickly?

CHAI RMAN STITT: And as we put this together,

5i on

unme

Al

rs or

your

er

and

on.

(1)

nd

Committee, we'll end up with a presentation which | may n
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all of or part of, and I may well make assignnents. One

of

the reasons to do that is because this is not a Comm tteq of

one, and you know, |'m just Robert up here with the rul eg of

order, which |I don't even know very well, and |I think it

indicate that if part of the presentation is made by othar

does

i ndividuals, it helps to illustrate that we work as a grdup.

But, again, that's not a free association ting.

It would be very prescribed in the manner that we'll put
toget her, and you can count on the fact that questions, i
they're given to me and | want to turf them wll be turf
So be on your best and dress appropriately.

Ckay, Larry. Go ahead.

MEMBER BROWN: And don't drool.

CHAI RMAN STI TT: Don't drool, right.

MR. CAMPER: That's right. Don't drool.

Okay. Other issues, non-briefing. W' re goi

to be submtting the plan or the programto the Conmm ssig
We have that June date to do that. Qur goal is actually
get it up in May, but we can't get it up obviously any |a
than the June date, and if for the sake of discussion we
assune that the Comm ssion will adopt the staff's plan or
sonething like it, one of the things | think the Committg
ought to be asking itself is: how m ght we best interfac

along the way and interface with the working group, in

D

ed.

ter

e

e

particul ar?
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For exampl e, you m ght consider establishing

subcommittee that would be in place to interface with eit

Al

her

the staff or the working group as we nove al ong because what's

going to happen is, if you stop and you think about it, i
get that plan approved in June and the working group need
get a proposed rule to the Conm ssion the foll ow ng June,
going to start to get very busy very fast, and there w |
significant flurry of activity in the second half of the
and into the first quarter of next year.
So | think a mechanismfor the Commttee to

interface along the way is probably in order. That's prg
sonet hing to think about.

The participation or observation of public

meetings that will take place with the working group. If
assune this nodel is approved, then what will happen is t
wor ki ng group will actually -- there will be facilitated

public nmeetings with the working group, and | guess the
Committee mght ask its, the ACMJ m ght asking itself,
know, what is the role that we want to play in that procs
For exanple, do you want to have nenbers of the Comm ttesg
observe and be able to report back to the Commttee, for
exanmpl e?

| mean obviously the staff will be giving you

status reports on these public workshops and so forth and

f we

year

babl y

hi s

ou

SS.

SO

on along the way, but, again, | think it's just a questiag
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the Commttee to resolve in terms of a subcomm ttee or sg
interface in that regard.
And then the last thing | wanted to nmention w
really just a mnor adm nistrative point, and that is
yesterday when | was going through the talk on the Conmt
process, one of the things that a couple of you noticed,
had t hought about that, too, was that your bylaws need tdg
adj ust ed.
So what | want to do is | will have the byl aw
provided to you, and what 1'd like for you to do in view

sone of these changes we di scussed yesterday is take a |g

the byl aws and provi de sone comments on them because | thi

what we'll need to do is at the next neeting have an agern
itemto reexam ne and nake sonme changes to the byl aws.
CHAI RMAN STITT: You're nmaking gestures, John
MEMBER GRAHAM  Wel |, just a point of
clarification. Any nenber of the Commttee or the NRC ns
propose an anendnent. The proposed anmendnment will be
di stributed to the nenbers by the chairman and schedul ed
di scussion at the next regular Commttee neeting. | thin
that's what Larry's referring to because then it goes on
state in 5.3 that the final proposed amendnent nay be vot
not earlier than the first regular neeting after it has b

di scussed.

S

tee

and |

be

[72)

of

ok at

da

y

f or

ed on

een
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So we're | ooking at a year from now before we
nodi fy these byl aws.

MEMBER NELP: They really don't constrain us
any way.

VEVMBER GRAHAM No. At least I'll forward so

| anguage to the federal officer in charge because | think

they're just too restrictive right now So we can't |ive

to our own byl aws.

MEMBER NELP: We've outlived our byl aws.

MR. CAMPER:. So we'll start the process. That'

CHAI RMAN STITT: All right. That's all you h
t hen.

Any ot her comments?

MEMBER NELP: | nove we adj ourn.

CHAI RMAN STITT: Everybody wants to get to th
airport. Nobody wants to comment.

We have our work cut out for us. This is a
uni que opportunity.

Dennis and Larry.

MEMBER SWANSON:  You know, | don't know if it
worth -- this is obviously, the rewrite of Part 35, going
be an extrenely conplex problem Okay? You know, we sat

di scussed or attenpted to discuss the various areas, and

can

up

AV e

D

to

and

we' d
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just get started, and it would be tine to go on to anot he
ar ea.

| think that, you know, getting back to the
of how ACMUI interacts, it seens to ne |like each of these
I ssues that you presented here needs to go through this t
of process.

The other side of the coin, | don't think any

us have the amount of tinme, you know, to commt to that.

mean, it's probably worthy of a little bit of discussion
now.

CHAI RMAN STITT: Do you have some suggestions
then?

MEMBER SWANSON: Well, do you see your workin
group as breaking out into various specific topics?

MR. CAMPER: CQur working group?

MEMBER SWANSON: Yeah. Do you see your work
group taking on just like the issues you presented to us,

qual ity managenment rul e?

MR. CAMPER: Yes. | think that the working g
will divvy up anongst thenselves certain subject areas tg
on. | think that the working group will probably al so as

staff to provide certain information to it.

=

SSue

ype

of

ri ght

roup
wor k

k the

For exanple, | can envision that we m ght be
asked to provide, you know, a white paper, if you will, g
you know -- | don't know -- m sadm nistrations or, you kn
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viol ations associated with QM rule or sonmething. In othsg
wor ds, the working group as it goes about its work.

Utimately under our thinking at this point,
know, the working group would actually ultimtely create
proposed rule, and so | think that, yes, the working grou
w || probably divvy up things anongst itself and will prag
ask for certain staff support along the way to assist the

I n addition, of course, the working group dur
t hese public neetings that will be held, the working grou
will have laid at its doorsteps issues that are raised by
pr of essi onal societies or the public, and those will need
be expl ored and worked on.

MEMBER SWANSON: Now, will this working group
you defined it yesterday -- would include nenbers of the
states?

MR. CAMPER: Right. The thinking has been th
it would consist of nenbers of agreenent states, non-agre
states, and the NRC, and that there would be consultants
woul d be used also to interface with the working group tg
provi de counsel and experti se.

MEMBER SWANSON:  Shoul d the consul tants be
menbers of this ACMUJ ?

MR. CAMPER: That's a possibility. W haven'

gotten that far yet, but that is sonmething we've tal ked 3

=

you
t he

Y
babl y

ng
p
t he

to

as

At

enent

t hat

bout .

That's a possibility.
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MEMBER SWANSON: |Is there going to be a need
nore neetings of the ACMJ so as you devel op a package on

let's say, quality managenent as a topic, we ought to haV

ACMUI nmeeting where we just discussed that package? Okay”

mean it's too much to discuss all of this stuff fromthe
meeti ng.

MR. CAMPER: Yeah, | was wondering about that
earlier, too. 1It's an interesting question because | can
certainly see where the October neeting could be a very f
agenda. You may need to have a two-day neeting, in fact,
because at that point, you know, the working group m ght
begun to congeal sone of its issues and have things it wg
to get feedback fromthe Committee on

Again, | think this is a question of, you kno
should there be a subcomm ttee that would work with the g
and with the working group to process sone of these issue
Then that subcommttee could report to the commttee duri

its regul ar neeting.

The question of whether an additional neetingfi

required or not | don't have an answer as we speak. Obvi

"Il need to let it mature a bit, but | can certainly sesg

where that m ght happen, yes, but | think we'll have to Ki

of wait and see how things begin to materialize, but cert

you're going to have a very full agenda at the fall neeti

e an

? |

one

ul

have

nts

W,
taff

S.

ng

ainly

ng.

You' re probably going to have the need for a subcomitteq.
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There's probably going to be a need for that subcommtteg
interface with the working group along the way, and thersg
be a need for an extra neeting, in fact.

| think Aubrey had sonet hi ng.

MEMBER SWANSON: Yeah, you know, | guess the
thing | was saying is, | nmean, | have a real problem dea
wi th about five or six issues, and | think this Commttee

a real problemdealing with five or six issues at once,

especially considering the anmpbunt of discussion that's gdi

to have to surround all of these issues.

MR. CAMPER: Well, for exanple, if one |ooks
ahead in your April neeting of next year, for exanple, yo
clearly going to be dealing with proposed rule | anguage
because by that tinme the working group will have sonme Kkin
draft of the proposed rule |language. | think their tine
is to get that up at the Conm ssion next June. So in thdg

springtinme neeting you'll be spending a great deal of tin

| ooki ng at actual proposed rul e | anguage under consi der at|i

by the working group.
MEMBER SWANSON: Is it within the budget to b
this Commttee together nore frequently?
MR. CAMPER: Oh, yeah. Yeah, we can do that.
MEMBER SWANSON: So as specific conponents of

this rule are devel oped, we can cone here and discuss thg

to

may

pnl y

ng

has

d of

i ne

—+

e

i ng

Se

specific conponents?
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CHAI RMAN STITT: O are there other ways to d
wi t hout having to physically get together? What's all owg

MR. CAMPER: Well, | mean, you know, we have
be careful. Some of the public notification can be a bid
problem | mean, we have had conference calls in the pas

We do have a notification issue there.

| think, you know, there's many ways to

communi cate. The big thing you have to be careful about
FACA gui delines for public notification and awareness. T
the biggest problem | mean it's the operational issue t
over cone.

MEMBER SWANSON: | f we did this as subconmtt
do we have to address the FACA guidelines?

MR. CAMPER: Yes, you do.

MR. GODW N: Yes, absol utely.

CHAI RMAN STITT: But conference calls that yo

establish ahead of tinme on sone sort of regular basis so
can neet those guidelines -- it's certainly one thing to
dollars. It's another thing to spend a |ot of tinme that'

required, and | think we could probably have nore neeting
we' d do conference calls.
You bot h have your nouths open.
MEMBER GRAHAM |' m wai ti ng.

CHAI RMAN STITT: Aubrey and then John.

b

—+

o

|

It

e?

(7))

hat's

you

spend

S
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MR. GODW N: Having just cone off of one of t
wor k groups, anybody who gets on it had better be preparg
a lot of telephone calls and a lot of tinme. You typical
neet either by tel ephone or in person every couple of wesg
every month. Like | said, you divvy these things up.

We had ours set up where we had conference ca
We've had the notice posted on the NRC bulletin board, an
office was an official place to receive public coments d
the thing so people could conme in and, you know, be a par
the actual circuit, and other people could be part of th3g
t 0o.

It worked rather well. Initially we divided

everything out into little chunks and assi gned each persa

deal with each regul ation. Eventually everybody has to ©
back and becone an expert in every one of them It does
time. It takes you a while to get up to speed. It's reg

tough issue, but it's fairly efficient at getting things
studi ed i n depth.

| woul d assune that this group, when it cones
back to it, will want to go do an in-depth study, and thdg
will take tinme, depending obviously on what all is in theg
final version.

CHAI RMAN STITT: Yeah, | strongly suggest we

at that nechani sm because it's physically, enotionally an

hese
d for

y

ks to

nto
one
t ake

1y a

—

ook

d

mentally tiring to cone here and get everybody up to spes
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the same time, and this issue is so broad and there are s
many subdivisions that | think we need that tinme and the
repetition to get everybody as close to being together as
possi bl e.

MR. GODWN: One small comment about it. Kee
the calls |less than three hours.

CHAI RMAN STI TT: Absol utely.

John.

MEMBER GRAHAM  Well, in that context | would
request that staff review with | egal counsel of the NRC t
extent to which we can becone involved in electronic
comruni cati on without violating the existing regulations.

MR. CAMPER. We will do that.

MEMBER GRAHAM If three of us end up on E-ma
together, are we a subcommttee? |If five? At what point
we sinply de facto noved the neeting into cyberspace? BY
need to know that fairly quickly.

MEMBER NELP: Larry, is there any way you can
ci rcumvent the need for public notification legally? | n
we have a job to do, a working session, dah, dah, dah, d3

MR. CAMPER: Well, we have to be very carefu
There are clearly FACA guidelines dealing with public
notification. | can't entertain the term"circunvent the

We have to be careful that we do everything consistently.

o

he

have

t we

ean

h?

MEMBER NELP: Well, this nmeeting can be exten
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MR. CAMPER: No, | understand.

MEMBER NELP: VWhich if we tell people here th
meeting is going to continue next week, and if you want t
show up, we'll finish the neeting then, et cetera.

MR. CAMPER: No, | understand. What we wl|
is we wll neet with the folks in OGC who are our FACA gu
We will carefully explore -- say that four tinmes -- we h3
be -- we will carefully explore the issue of electronic
communi cati on and what those guidelines are. W will als
carefully expl ore what we nust do and how much flexibilit
we have with regards to notification versus workability.

We will definitely get clarification on those

points, and we will get back to you with that information.

CHAI RVAN STI TT: John.
MEMBER GRAHAM  Specifically you nay want to

di scuss with them whet her the NRC can set up an Internet

bulletin board to which we would then post E-mail, which|i

open to public access so that it is just that, public.

MR. CAMPER:. Well, one of the things we are d

MEMBER GRAHAM  Because ot herwi se |'m al ready
struggling with who do I send -- I"'mgoing to E-mail thig
the chairperson, but how does she assure that it gets to

everybody el se.

o

0o

rus.
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y do

t wo
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MR. CAMPER: Right. W'Ill get answers to tho
questi ons.

VMEMBER GRAHAM  Okay.

MR. CAMPER: One of the things we are doing
are going to be using the Web site in the Ofice of Resea
which they have, and we're going to create a Part 35 Wb
that will be open for public access and review.

But | understand all of those adm nistrative
i ssues, and we'll get a handle on those in the very near
future.

CHAI RMAN STITT: The neeting with the
Comm ssioners is at nine o'clock, fromnine to 10:30 on t
8t h.

MEMBER SWANSON:  What ever conmuni cati on necha
we use, | think it's inportant that it has this type of
i nteraction because | can tell you | cone to this neeting
certain ideas and perceptions as to how things are to go,

the interaction changes it because of good comments. You

know, this is an excellent format to devel op regul ations |i

|"mjust trying to figure out how you do that
okay, and still recognize our time constraints.

CHAI RMAN STITT: | think conference calling o
regul ar basis, just set it up as an agenda for whatever t

a several nonth period of tine, and it really works. You

B

rch,

site

he

ni sm

i me,

do

need to make sure you have a head phone so that you can S
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up to three hours on it, and it also has a nmute button sg
when you're talking to the dog or flushing the toilet, it
doesn't -- oh, that's on the record.

(Laughter.)

CHAI RMAN STITT: | have a conference every
Tuesday night for two hours. So | know these things.

Are we ready to finish this nmeeting?

MEMBER NELP: | npve we adjourn. | nove we
adj ourn, Madane Chai rman

CHAI RMAN STITT: Second?

MEMBER WAGNER:  Second.

MR. CAMPER: The neeting is closed.

CHAI RMAN STITT: Thank you.

(Wher eupon, at 12:25 p.m, the Advisory Comm

nmeeting in the above-entitled matter was cl osed.)

t hat

[t ee
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