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P-R-OCEEDI-NGS
(8:40 a. m)

MR. CAMPER: In the interest of tinme and trying
to stay on schedul e the Chairman has asked if we could get
started, so I'"'mgoing to start to proceed and do that. Are
you on the record? Ckay.

Good norning, |adies and gentlenmen, | am pl eased
to wel come you to Rockville, Maryland and to the NRC
headquarters for this public neeting of our advisory conmttee
on the nedical uses of isotopes

| am Larry Canper, | amthe Chief of the Medical
Academ ¢ and Commercial Safety Branch, and |I have been
desi gnat ed Federal O ficial for this advisory commttee
meeti ng.

This meeting is an announced neeting of the
advisory commttee, and it's being held in accordance with the
rul es and regul ati ons of the General Services Adm nistration

and the Nucl ear Regul atory Conm ssion. This neeting was

announced in the Federal Register on the 26th of January 1996
and on the 15th of February 1996. That notice stated that the
meeting will begin at 8:30 a.m, and we are slightly | ate.

The function of the advisory conmttee is to
advi se the NRC staff on issues and questions that arise on the
medi cal use of byproduct material. The commttee provides

counsel to the staff but does not determ ne or direct the
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actual decisions of the staff or the Comm ssion. The NRC
solicits the opinions of counsel and val ues the opinions of
this commttee very nmuch. Staff requests that the commttee
reach a consensus, if possible, on the various issues that

will be discussed to day, but also values stated mnority or

di ssenting opinions. W ask that you, if you could, please
clearly articulate those dissenting opinions as we discuss the
speci fic agenda itens.

The agenda for this special neeting of the ACMJ
will focus primarily wupon the considered deliberations of the
Nat i onal Academny of Sciences Institute of Medicine Committee
for the review and eval uati on of the nedical use program of
t he Nucl ear Regul atory Commi ssion. The deliberations of this
commttee are contained in the report entitled "Radiation in
medi ci ne, a need for regulatory reform?"

In addition to the NAS report the ACMJUI will also
di scuss two other significant issues. First, a proposed
rul emaki ng entitled "Reporting requirenents for unauthorized
use of |icensed radioactive material." And secondly, "Staff
action itenms resulting fromresent internal contam nation
I nci dents."

As part of their preparation for this neeting I
have revi ewed the agenda from nmenber's finance and enpl oynment
interest. | have not identified any conflicts that based upon

the very general nature of the discussion that we're going to
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have during this neeting. Therefore, | see no need for any

i ndi vi dual nmenber of the committee to recuse thenselves from
the di scussion. However, if during the course of our business
you deternm ne that you may have some conflict, please state
that for the record and recuse yourself fromthat particul ar
aspect of the discussion.

| would like to take this opportunity to
I ntroduce the nenbers of the commttee for the benefit of the
public in attendance. Starting to ny extrenme |eft we have Dr.
Jeffrey WIlliamson. And we have Theresa Wal kup next to him

Dr. WIlianson and Ms. Wal kup are new nenbers of
the commttee. They have been approved by the Comm ssion for
seating on the commttee. They are still undergoing the
formality of docunment review and presentati on of backgrounds,
etcetera, which is currently under review by the agency.

They will participate in the discussions today.
Unfortunately in view of their current status, they cannot
vote on consensus buil ding, but they can take an active role
in participating in the discussions. And we welcone you and
we encourage you to take an active part.

| would like to cormment with regards to Dr.
Jeffrey WIllianmson, for the physics community | am quite proud
to say that Dr. WIlianmson recognizes a reinstatenment of a
second nedi cal physicist position on the commttee, and he

brings to bear a considerable amount of expertise particularly
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in the areas of brachytherapy and high dose rate renpte after-
| oading. So we're glad to have you aboard.

Next is Dr. Wagner, Louis Wagner, who is also a
medi cal physicist on the commttee.

Dr. Dennis Swanson is our radiopharmcist.

Dr. Judith Stitt representing radiation oncol ogy
and t herapy.

M. Robert Quillin representing State's
regul ator's perspective. He's with the State of Col orado.

Next, sitting at the table today, is Dr. Patricia
Hol ahan who is currently the acting section | eader for the
medi cal and academ c section filling in for Dr. Piccone, who
is here. Josie is back in the audience. Josie is currently
on a rotational assignment dealing with the agency strategic
assessnent activities and so she's doing a higher calling at
the noment in time, and Trisha is filling in for us.

Of course to ny left is the esteenmed Chairnman,
Dr. Barry Siegel.

To ny right representing the FDA is Dr. FEric
Jones.

Next we have Ms. Judith Brown representing
patients rights and consumer advocacy concerns.

And finally, Dr. Dan Berman who is our
cardi ol ogi st representing, he's also a nucl ear nmedicine

practitioner, but he's representing the cardi ol ogi st
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activities on the commttee.

Wth that introduction |I have one or two
adm ni strative comments for the benefit of the public and is
wel come the public here. |It's good to see the attendance and
the interest.

To ny rear, out the doors at the end of the
hal way you'll find rest roons. The nmen is on the left, the
|ladies is on the right. W also have a cafeteria on the first
floor which has a full assortnment of goodies. They have
cof fee and other things you mght |ike. So please help
yourself to them

So with that as a background I would then turn
t he neeting over to Dr. Siegel to chair.

CHAI RMAN SI EGEL: Thank you. The esteened
chairman i s under the weather so you'll hear ny cough as a
constant acconpani nent of the day's sound effects.

We have a | ot of business. The Eederal Reqister

announcenent for this meeting solicited witten commentary for
menmbers of the public but did not specifically budget tinme for
a comentary for nmenbers of the public. However, as per our
usual practice, at the Chair's discretion nenbers of the
public may be allowed to make statenments at varying tinmes
during our discussion, points of information.

We al so have a specific request fromthe Anerican

Col | ege of Nucl ear Physicians, Society of Nuclear Medicine to
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make a statenent, if tine permts, but they wish to do so
tomorrow. And so we will until tormorrow norning on that.

And, if other nenbers of the public wish to make
statements, they should et me know so that | can figure out
whet her or not we have the tine to do it.

This is one of the few nmeetings of the ACMUI that
| have conme to with alnost no clue how we are going to proceed
during the course of the day. | personally have a philosophy
of chairing a coommttee that the chairman shoul d be about 98
percent certain what's going to happen when he or she cones
into a commttee neeting. And at Washington University where
| chair the radioactive research commttee | actually prepare
the m nutes before the neeting and all | do is | eave the votes
bl ank. COccasionally |I have to change sonething in the
m nutes, and | do, but | have always done all nmy honmeworKk.

In this case | found it very difficult to
antici pate how we're going to structure this discussion and
what we're going to conclude. | have sonme reticence even
about whether we should be in a position to second guess an
est eemed panel of the National Acadeny of Sciences and
Institute of Medicine, but nonetheless we are being asked to
do so in part because | asked that we have the opportunity to
do so, and that's part of the reason we're here.

And so with those few introductory comments | et

me introduce Don Cool who is going to give us a brief overview
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and hopefully help us understand why we're second guessing the
Nat i onal Acadeny.

DR. COOL: Thank you, Barry.

Good norning everyone. Let me first welcome you
all to Washington. And | particularly welconme our new
menbers. This is your first tinme here.

And you are correct, Barry. In fact in this
neeting | also am not exactly sure where we may be headed in
this particular process. You can think of the whole possible
range of quotes, you know, an old Chinese proverb "May you
live in interesting tines.” And certainly we are at this
point living in sonme very interesting tines with a |ot of
t hi ngs which are nmoving the whol e regul atory program not only
in nmedicine but in a variety or areas in the whole materials
regul ation area around. Alnost as if we were pieces of the
continental plate and we're having some grinding on the edges
and there's a lot of friction going on and there's
occasionally these sudden bursts of rel ease, sonething
suddenly slips and everyone seens to go sort of ballistic over
sone period of tinme.

Don't take that analogy too far, but there are a
| ot of different things that are going on right now. And what
| want to do here for the next couple of mnutes is just sort
of to outline for the conmttee sonme of the kinds of

activities that are going on within the comm ssion and give



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

11

you sone idea to the extent that | can do so about the
directions that the staff may be proceedi ng, sonme of the
possibilities for how the NRC may | ook at this report. Wat |
can tell you is unfortunately |limted because some of those
deci si ons have not yet been nade, and then to go ahead and

| ead us into the discussion on the report.

So the first thing I want to do, I"mgoing to
t hrow up one overhead, if | can get that to work. It appears
that it's going to. M belief in mechanical types of things,
transportation kinds of things has been severly jolted this
weekend. You need to know that I am one of the people who in
fact rides the MARC rail trains every day,a nd of course MARC
rail proved on Friday that it's perfectly capable of messing
t hi ngs up.

The airlines over the |ast couple of days have
proved perfectly capable of nessing a nunber of things up, as
nost of you have experienced, when an airline ran off the end
of the runway and proceeded to shut down National for a little
whi | e.

Al'l of those give us sort of little hints and
tidbits and rem nders that as nuch as we would like to neatly
craft and organi ze and box and control in detail everything
that we would like to do and have everything neatly scripted
out and have all of our nice little plans firmy in place,

t hat occasionally things do not work out the way that we woul d
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l'i ke themto.

A year and a half or so ago we went to the
Nat i onal Acadeny of Sciences Institute of Medicine. VWat we
were asking themto do was to take a | ook at the nedical
program There were a nunmber of issues that were being
raised. Certainly there was a |lot of comment, pro and con,
nore con than pro for the nost part, with regards to the
program that was going on within the NRC at the tine.

We asked themto take a | ook at the overal
ri sks, both in the use of Atom c Energy Act, AEA, types of
materials and all of those things which are not covered by the
Comm ssion, which in fact is, as the National Acadeny has
pointed out, a significantly |arger chunk of the overal
anount of treatnent that goes on here in the United States, to
try and take an exam nation of sone of the policy issues and
i nplications that would underlie the regulation either by the
NRC or by states or other authorities and bodies, and to do a
critical assessnment of the framework of regulation and to see
I f they could provide some recomendati ons for either
continuing the program alternatives to program or otherw se.
You all have copies of the pre-publication draft which the
Nat i onal Acadeny rel eased in Decenber.

This afternoon we will have representatives from
the Institute of Medicine, National Acadeny who will be here

and provide an overview of the report, the process they went



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

13

t hrough and be able to answer questions and engage in a

di scussion, so | amnot going to attenpt to second guess or
ot herwi se represent where they may be. But rather to talk
about what we now need to do as a result of the fact that we
have this piece of information in front of us.

VWhat we were | ooking for was sone recomrendati ons
on how to try and achi eve uniform national approach to the
regul ation of ionizing radiation in nedicine. Clearly
recogni zing that we have only one small portion of that
particul ar approach and how to try and harnonize. That's one
the favorite words running around the agency here and there is
"Ri sk harnoni zation regul ation,” "harnonization." W can try
and get to a nore harnoni zed approach to the system \What
kind of criteria there m ght be for measuring the
ef fectiveness of the prograns that are out there.

The National Acadeny has presented us with a
report. They have prepared a nunmber of recommendations. And
in a nmonment or two Dr. Holahan is going to wal k you through
what those recommendati ons were, just so that we're starting
fromthe same script. It's a very interesting set of
recommendations. | don't know exactly what each of you at
this point may believe in ternms of agreenment or disagreenent,
nor am | asking you to tell nme at this point, that's part of
one of the things that we need to go through is to see where

we stand with regards to agreenment or di sagreenent.
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On the other hand | do not see us here as a
second guessing or a re-evaluation of what the National
Acadeny has done. We have inpact now this marker which is
sitting out here and we need to determ ne how to proceed.

In talking with our chairman before the neeting,
he asked can you give ne sone idea of what the staff is going
to do with this report? And very frankly, I wish | could tel
you that. Because | wish there was a nice sinple answer that
| could tell you the staff is going to proceed to do X, Y, Z
Q and Win that particular order. Unfortunately that is not
the case, there are at |east three separate distinct
possibilities for directions in which the staff could proceed
her e.

The staff in fact has a proposal in front of the
Commi ssion for the Comm ssion to consider. That is still
subj ect to Conm ssion consideration, and they have not made a
deci sion on that. But basically the range of approaches
ranges fromthe possibility the Conm ssion can tell the staff
go forward, do good, do exactly what NAS said, extract the NRC
fromthe nedical program

In which case a particular set of actions would
need to be done in order to execute that kind of approach. |If
that were the case, what would be extrenely useful to ne and
my staff, who then have to carry forward that particular sword

and execute that particular kind of downsizing, is howto nove
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fromwhat are actually relatively broad sweeping
recomrendations, do this, do this, do this in terns of broad
out cones.

Transl ate that back into how do | get there from
here, how do | actually achieve the kind of goals that we are
| ooki ng for, uniformregul atory approach, even transition,
sonme transition period, sonme continuity of approaches, if the
Comm ssion were to nore or less unilaterally start to proceed
down the road as in fact the National Acadeny has suggested in
at |l east one of its reconmendati ons.

There are at | east two other possible routes that
t he Comm ssion could proceed in. One is that the Comm ssion
could use a nore participatory process to try and devel op t hat
new regul atory approach, the next |ayer bel ow the
recommendati ons. The Comm ssion has in fact a nunber of
mechani snms for working with agreenent states, non agreenent
states, the public, in devel oping policies and regul ati ons.

Exanpl es of enhanced participatory types of
rul emaki ng where public workshops or otherwi se are used to try
and elicit a wide variety of feedbacks, get a |ot of different
ki nds of groups involved who may not have had an opportunity
to suggest where the pitfalls are and the kinds of approaches
to noving the NRC perhaps away fromthe | evel of regulation
t hat we have had right now.

The Comm ssion has available to us a group or an
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approach which is now known as an operational commttee, you
can put that in quotes if you'd like, which allows us to work
in a commttee format with agreenent states for the federa
organi zations and in fact perhaps with non agreenment state
t hrough representati on such as the Conference and Radi ation
Control Program Directors to have a comm ttee provide the
staff and the Conm ssion with discussion and recomendati ons
for that nore detailed |l evel of inplenmentation, how to get
fromhere to there.

We have anot her possible route, and that is in
fact to give the entire consideration at this point to an
ongoi ng activity within the Conm ssion which has been called
strategic assessnment. The Conmmi ssion has underway at this
time a broad sweeping re-exam nation of what we do as an
agency to fulfil our mandate under the Atom c Energy Act and
how we go about doing that. \Were we'll place our resources,
t he ki nds of resources, going back to the basic fundanental,
what do we need to do, what are we required to do, what is the
best approach to doing it.

Dr. Piccone, whom you are used to seeing this
chair here is in fact one of the people who is detailed to
that particular effort over the next several nonths.

And anot her possibility which the Conm ssion
could pursue is to ask the group which is doing that overal

exam nation of the entire regulatory program extending well
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beyond nedical to take the medical piece of the program in
particul ar the recomendati ons of the National Acadeny, as
part of its effort and to fold it into the overall
recommendat i ons which that group is supposed to provide the
Conmm ssi on.

Each of those have distinctly different time
frames. If the Comm ssion were to say staff, go ye forward an
get us out now, we would be in a relatively quick time frame
where we woul d be | ooking for things that we could proceed to

start doing relatively quickly to begin an extraction process.

If you were to proceed in a strategic assessnment
ki nd of approach, the current schedul e has sone
recommendati ons due to the Commi ssion in the May time frane
w th sonme discussions, perhaps sone focus groups or other
public interactions in the June, July types of tine franes,
and sone final considerations by perhaps August of this year,
a relatively fast anbitious schedul e.

If you were to pursue an operational commttee
type of approach with agreement states, other federal
agencies, if you were to pursue interactions through public
wor kshops or ot herw se, that would have yet a slightly |onger
time frame due to the necessity to set up the conmttee, have
t hem nmeet and pl an and have opportunities for those workshops

and public input. So that m ght be a pattern which would nove
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us on into perhaps the Novenber, Decenber type of tinme frane.

So that is to give you a sort of broad view of
the possibilities. So where does that |eave us here, given
that we are in sort of late February. W have a report in
hand, we have a set of recomendati ons.

| think that this conmttee can give both the
staff and the Comm ssion sonme input with regard to the pros
and cons of possi bl e approaches, the pros and cons or need for
additional interactions that nay be necessary to inplenment the
ki nds of recomendati ons that the National Acadeny has nade.

Certainly a view with whether or not the
comm ttee agrees or disagrees and why will be of value to
everyone concerned. Wthout attenpting to second guess or
ot herwi se the acadeny, but sone of the recomrendati ons can be
viewed in sone sense as being at |east parallel, perhaps even
in conflict, somebody go off and do this such as the
congressional, and if they don't then you go do this other
sort of thing, which if you tried to do both of those
si mul taneously could get you into a strange sort of
juxtaposition of activities. You know, so how m ght the staff
| ook at trying to balance out sonme of the different kinds of
recommendat i ons and considering timng.

And then what | think is nost inportant for
mysel f and the staff right nowis the considerations of taking

t hose broad recomendations, go do this, do this and do this,
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which are stated in ternms of outcones, and have your views,
t houghts, approaches, coments with regards as to how to
actually do that translation froma regulatory program which
exists, codified in 10 CFR, to sonmething which would inplenment
that kind of approach, if you assuned that the Comm ssion were
to pursue inplenentation of at | east sonme of the
recommendat i ons because there is a large gap in between there.

| cannot wave any sort of magic wand and NRC is
out of nedical. Sone rulemaking is going to be necessary,
sonme changes in guidance, changes in inspection procedures.
And for each one of those things there is going to have to be
sone correspondi ng changes that will be necessary in other
portions of the regulatory community. Agreenent states
pi cking up additional things, agreenent states or perhaps non
agreenent states obtaining additional authorities, questions
with regards to control for federal facilities for which
states under their current jurisdiction in fact have no
jurisdiction in particular locations in areas. So there are
number of those kinds of inplenentation questions, the next
tier down which are particularly critical for us to attenpt to
nove forward in whatever process.

And that kind of information will be useful
irrespective of whether the Conm ssion tells me tonorrow go
extract us, or whether the Comm ssion says have the strategic

assessnent group do it, in which case the strategic assessnment
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group will need this kind of information in order to craft
their recomendations. O as input to any kind of operational
comm ttee or public workshops which would enable us to get a

| ar ger expansi on of views.

So that in brief is the kinds of things that are
going on within the approach and the directions which the
Comm ssion may proceed. Certainly we are going to do
something with it. | would expect the decision with regards
to a course of action to be made within the next coupl e of
weeks. The National Acadeny briefs the Conm ssion next
Tuesday. And | woul d expect that there will probably be a
deci sion by the Conm ssion, and we are in fact now, for those
of you who haven't been follow ng, we do have a Conm ssion
again with the appointment of G eta Dicus as Comm ssi oner
we' re back to normal operations of vote and consensus process
wi thin the Comm ssion, and sone direction of the staff as to
how to proceed forward.

Let's put this in a little bit of context of sonme
of the other geologic plates that happen to be noving around
at the time. There is considerable ongoing discussion about
what shoul d happen with materials regulation prograns as a
whole. This is in fact only a subset of them and perhaps a
nore broad question of should agreenment states have all of the
control in materials areas. Should the Conm ssion be pushing

for all states to be agreenent states. Playing over on the
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edge of this, perhaps it's the drumm ng marching the beat, is
t he question of fees and costs and sone of those associ ated
t hi ngs which vary considerably. The questions of who was
responsi ble for generating this sort of underlying regul atory
program and who is perhaps the right group to do that.

Then there is the ever present question of what
do we do with the |ast event? You know, we have already
tal ked some and | know the ACMJI is already on record as
requesting the staff to be cautious and careful in response to
the contam nation events whi ch happened | ast year at the
National Institutes of Health and the Massachusetts Institute
of Technol ogy.

The staff now has the findings of the incident
I nvestigation team for the Massachusetts Institute of
Technol ogy. | believe the commttee was provided with a copy
of that report. The staff has a series of actions which have
been directed by the executive director for operations to | ook
at issues associated with control of material associated with
securities and material, associated with the responsibilities
and authorities of radiation safety officers, and a variety of
ot her things which deal with |arge materials prograns.

They canme about in the context of a |arge
research program But if | |ook at the kinds of |icensees
that | have and | | ook at the people around this room what

ki nd of license do you operate under? You operate under a
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broad scope license. And that is exactly the kind of licensee
that tripped this particular trigger, got everyone all wound
up.

As with any event, people tend to have their
reacti ons do sonme sort of |oop where they greatly exceed
probably the |l evel that they should react to and, if
everything were to work real nice, they would | oop back to
what ever the appropriate response | evel was.

Now, unfortunately you m ght all know the
bi ol ogi cal systens sort of, if we're really |lucky, have a
danping function to that point. W need to try and figure out
where that is.

"' m providing this kind of background to the
commttee nostly to ask you to keep in mnd the fact that
there are things besides the National Acadeny report in terns
of the overall materials program in terns of severa
particul ar events which the Comm ssion and the staff are al so
going to need to factor into and explain to soneone or
mul ti pl e sonmeones, our friends down on the Hi Il as well as a
number of others in terns of the kind of approach which
considers all of those options together for regulatory forum

That concludes the things that | wanted to
outline for you. | wll leave it to you, Barry, as to whether
you would i ke Dr. Holahan to wal k you through the

recommendat i ons or whether you would |ike to have sonme give
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and take initially before we get into that.

CHAI RMAN SIEGEL: |I'm | oose. Does anyone have
any specific quest ions for Don while he's here?

Al'l right, why don't we do just what's schedul ed.
And Trish, why don't you wal k us through the National Acadeny
of Sciences' recomendati ons.

| think that Don just made a very inportant point
and that is we should think about how our institutions and how
practices in the real world will function if the NRC sinply
sonehow got out of the medical business but the NRC was still
in the overall materials business. Wuld nmuch really have
changed in the final analysis?

And so the notion that you just raised about the
NRC somehow extracting itself fromthe whole materials program
and essentially forcing all states or encouraging all states
to beconme agreenent states actually is the nodel that fits
best with the recommended Nati onal Acadeny of Sciences'
appr oach.

So that's where | think we should keep that in
m nd when we tal k about predom nantly nedical issues, that we
should try to extend our thinking to materials issues overall.

Go ahead.

DR. HOLAHAN: Ckay, and thank you.

" mnot going to try and go through the details

of the report. As Dr. Cool nentioned the Institute of
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t hrough nore of the specific details.

One of the things | did want to outline though is
t hey | ooked at seven different alternatives for the regul ation
of medical use program And their preferred alternative was
briefly to give the regulatory authority over the nmedical uses
to the states and rely on the states to expand their existing
prograns, their existing radiation control progranms, that are
currently applied to NOARM to include byproduct as well.

One of the provisos in the report that only
i censed users will have access to byproduct nmaterial. And
then the report also identifies a federal agency other than
NRC to exercise the | eadership role in the radiation safety
community. And such a federal agency would assist in
devel opi ng recomended state | aws and regul ati on, provide a
| eadership role, act as an information clearing house, and
di stribute resources for training and research.

So that's basically a sunmary of their preferred
alternative, and I'msure they'|Il give you nore details this
af t ernoon.

To inplenment this preferred alternative, they
came up with eight recommendati ons, two of which were directed
to Congress, three to NRC, and three to the states and CRCPD,

t he Conference for Radiation Control Program Directors.

What |'d like to do is just sort of step you
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t hrough the recomendati ons and then sort of let you know a

little bit as to where we are and what we're currently doing.
The first recommendation is that Congress

elimnate all aspects of NRC s nedical use programthat

i ncludes Part 35 and the regulatory activities that are

conduct ed under Part 20 that are applicable to nmedical uses,

the aspects relating to occupati onal workers and nmenbers of

t he public.
MEMBER WAGNER: Trish, may | ask a question?
DR. HOLAHAN: Yes.
MEMBER WAGNER: I n regard to the application of
this, I'd just like to understand the NRC s point of view

about the application here. M reading and understanding is
that it applies to nedical uses both in research and at
research institutions as well as in hospitals and with
patients?

DR. HOLAHAN: Yes, ny reading of the report is
that it does indicate that it also applies to bionedical
research, as | read through the report, in addition to the
di rect nedi cal uses.

CHAl RMAN SI EGEL: But just by comment, it's
pretty vague on that. | kept trying to read that one point
very carefully and I don't know whet her bionedical research
means that the NRC should have nothing to do with the

materials uses in nedical institutions or whether it neans
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that the NRC shouldn't be involved with human uses of
byproduct material or radioactive material. And | just
t hought the report was unfortunately nore than a little
anbi guous about that.

DR. HOLAHAN: Yes, they did not define what they
meant by bi onmedi cal research, whether or not they were
consi deri ng non human research as wel |l

Ckay, the second recommendati on to Congress was
t hat Congress should direct the Secretary of Health and Human
Services to support, coordinate and encourage the follow ng
activities involving regulation, and that includes supporting
the operation of the conference of radiation control program
directors; providing a nechanismor a venue for the review and
eval uati on of suggested state regulations for control of
radi ati on which currently the CRCPD does put out for
regul ation of ionizing radiation; assisting states in
I npl ementation of their regulations; aiding in the assessnent
of the effectiveness of state prograns through the collection
and analysis of data. And this where | had indicated before
in terns of an information clearing house.

Hel pi ng devel op survey nethods by which the rate
of adverse events for a wi de range of procedures and devices
coul d be neasured; the error rates or rates of adverse events;
monitoring the effects of deregul ation; enhancing the training

and standards for all health care personnel; and al so
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I nvestigating future significant radiation medicine incidents.
So those were the two recomrendati ons directed to Congress.

The next three recomendations were directed to
NRC. Based on reading through the recomendations it appears
that they believe Congress would take action within two years.
The first recommendation is that NRC should i nmedi ately rel ax
enf orcenent of 10 CFR 3532 and 3533 through its present
mechani sms. And as you're probably all aware, that's the
qual ity managenent role, and the reporting and notification of
m sadm ni stration.

Secondly, the commttee recommends that the NRC
initiate formal steps under it's Adm nistrative Procedures Act
to revoke Part 35 in its entirety, and basically pull itself
out of the regulation of the nedical uses of byproduct
material. This is if Congress fails to act within two years,
which is why | indicated that they are assuning, or it appears
that they are assum ng, that Congress may act within two
years.

Finally, their third recomendation to NRC is
t hat NRC separate the cost of formulating regulations fromthe
cost of adm nistering those regulations. |In effect that again
froma review of the report, that the devel opnent of
regul ations applies to all licensees including those in
agreenent states, whereas actual inspection and enforcenent

applies only to the NRC |icensees. So they are recommendi ng
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t hat we separate those costs out.

The final three recommendations are to the CRCPD
first of all, and then two to the state |legislatures. First
of all, they recommend that the CRCPD | ook at Part 35 and
I ncorporate those aspects of Part 35 that they believe are
rel evant into their suggested state regul ations for control of
radi ati on.

Secondly, that all state |egislatures, that
i ncludes the agreenent states and non agreenent states, enact
enabling legislation to incorporate byproduct material or
reactor generator material into their existing state
regul atory prograns for non byproduct materi al.

And the final recommendation is that the CRCPD
and the states together re-evaluate their regulations and
procedures pertaining to radiation nmedicine. And, if you
t hi nk back to recommendation A2, this was to be done in
working with HHS in terns of evaluating effectiveness of
regul ati ons and deregul ati on.

Ckay, what we have done to date and I'll sort of
give you a little bit, Dr. Cool sort had wal ked through some

of the issues, but we did publish a Federal Register notice on

January 22nd seeking public comment, noticing that we had
received a copy of the report and seeking public coment on
the report.

I n addition, copies of the report were provided
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to the governors of all 50 states plus the Territories and

District of Colunbia, and also to all the radiation control
programs for all states. And we have requested coments on
t he expected inpacts to those states.

Addi tionally, we have provided copies to all the
federal agencies that are nentioned in the report including
HHS, DOT, EPA, the Departnment of Defense and their respective
Departnment of the Arny, Navy and Air Force, Departnent of
Veterans Affairs, and OSHA. And then copies of the report
have been provided to the Congressional Oversight Commttee
and yourselves, and also all the regions.

As Dr. Cool nentioned there will be a Comm ssion
briefing next week by some of the commttee nembers of the
Institute of Medicine, and that's schedul ed for next Tuesday.

We have al so done a prelininary review of the
report, and as such we have identified several issues for your
di scussi on which you all should have in your briefing books.
And just for the public I"mjust going to wal k through those
I ssues and then I'Il turn it over to the conmttee to walk
t hrough, if they like.

Ckay, the first one is | outlined what the OM s
preferred alternative was. |It's does the ACMJl agree with the
preferred alternative and the eight reconmendations that
t hey' ve conme to propose to inplenent.

Al so, do the bases or rationale that is used in
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the report actually support their conclusions that they have
reached to conme up with this preferred alternative.

| can put these all back up, if you'd |like, as
you wal k t hrough them

The second one, Appendix L of the report includes
a dissenting opinion. The commttee did not reach full
agreenment and so there is a separate appendi x on the
di ssenting opinion by one of the commttee nenbers. And what
we're |looking for is your comrent on the rationale that he
outlined in that appendi x.

As | outlined before, recomendation B2 indicates
that, if Congress fails to act, that we pursue w thdrawal
t hrough the Admi nistrative Procedures Act. Now, in order to
do that Section 81 of the Atom ¢ Energy Act does allow certain
uses to be exenpt fromthe requirenents for a license.
However, such action does require a prior finding by NRC that
It would not unconstitute an unreasonable risk to the conmon
def ense and security and to the health and safety of the
publi c.

And a question to the committee is, on what
scientific basis m ght NRC make such a finding that there is
no unreasonabl e risk and pursue such a w thdrawal .

Also within the report it indicates that there is
a lack of data in ternms of adverse events both in other areas

of radiation nedicine as well as other areas of nedicine. And
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agai n how does support nmaking such a finding in Section 81.
Wul d that type of data be essential in determ ning the
ef fectiveness of the regulatory program

One of the recomendations to the commttee was
to assess the effectiveness of a regulatory program and they
did nmake a statenent in there that they did not address that
recomrendat i on.

Al so then we would need to do a rul emaking to
revoke Part 35 and how best could NRC proceed to do a
regul atory analysis to support the rul emaking.

I f NRC coul d not make findings or Congress did
not enact |egislation and NRC retained its current statutory
authority, does the commttee have any recomendati ons to what
necessary revisions should be made to Part 35.

If NRC were to withdraw fromthe aspect of
pati ent safety based on a finding that adequate protection of
patients was provi ded, what revisions should then be made to
Part 35 to provide adequate protection of occupational workers
and nmenbers of the public.

| mentioned earlier that recomendati on B2 again
suggested that NRC revoke Part 35 in its entirety through it's
Adm ni strative Procedures Act. However, unlike the
recomrendati ons Al and A2 this recommendati on does not address
a federal guidance role in any way. And the question is, is

how coul d unifornmty be achieved under this recommendation if
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no federal agency is identified to provide a guidance or a
| eadership role. |Is this a necessary aspect of their
recomendati ons.

Ckay, again, if Congress enacted |egislation or
to findings in Section 81 were made, the necessary findings
were made in Section 81, and NRC statutory authority for
medi cal use was deleted in its entirely and the states were to
assunme this authority, what action should be taken and by whom
to insure a snooth transition and that there are no regul atory
gaps.

Agai n, we have recommendati ons that are sort of
to the bottomline recomendati ons as to where we shoul d be,

t he question is how do we get there, if the recommendations
were accepted as is.

Anot her issue to be address is what approach
could be used to assure uniform protection of patients in the
l'ight of differences or potential differences and state
priorities in terns of funding, industry pressure and consuner
i nterest. How best can uniformty be assured for patient
protection.

Again, in recommendation Bl the commttee
recommended that NRC withdraw or inmmedi ately rel ax enforcenent
of 3532 and 3533, the quality managenent rule and reporting of
m sadm ni stration.

Wthin the report, as | read the report, it also



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

33

I ncluded nonitoring as part of the enforcenent. Sone of the
questions then to the commttee is what, if any, are the
conceptual problems or the basis for the quality managenent
role. Could NRC nodify the inplenentation of the QVMrule

wi t hout | osing the basic concepts. And what woul d be the
basis for NRC or the rationale to discontinue inspection of
the rule without revocation of the rule.

Furthernore, what is the basis for the necessity
for relaxation, for the imediate action rather than going
t hrough a rul emaki ng process or take action as part of the
overal | recomrendati ons.

And finally a question again to the commttee is,
if NRC were to follow these recommendati ons, what follow up
action should NRC take in the event of a m sadm nistration
that results in either a serious injury or even possibly
deat h.

Anot her issue that the conmttee focused on was
the lack of data, as | nmentioned before, in terns of adverse
events. And the commttee urged NRC to continue to cooperate

with FDA, has provided the MOU to obtain data on devices and

drugs as well as biological processes, or rather products, |'m

sorry.
And the commttee al so determ ned that there was

a need for inproved databases on the actual incidents of

adverse events and m sadm ni stration. Again both in radiation
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medi ci ne and in other aspects of nedicine.

How can we go about achieving the inmproved data

collection, what is the need for these databases. And i f NRC

was to renove itself fromthe medical use area, why should NRC

continue to gather such data on user errors, drugs and
bi ol ogi cal products to share with FDA. Now, if NRC continued
as the commttee recomends in the role of regulating the
manuf acturer and production, then there would still be sone
interest in the seal ed sources and device reviews and
therefore there may be some information on devices, but in
other areas is there a need to collect informtion on user
errors and drugs.

Finally, the last two questions or issues relate
nore to the state's inplenentation and how the states coul d
provide uniformty. One of the notes in the report was that
the commttee could find no real evidence to suggest that

state regulation is not working well or that all radiation

nmedi ci ne shoul d be subject to federal regulation, but they did

note that despite attenpts at federal coordination the
regul ati on of other sources, non byproduct sources, is
f ragnment ed.

So is there evidence or what is the evidence
really that state regulation is working well in all states or
working well in some specific states.

And finally will the states uniformy adopt,
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voluntarily adopt, the CRCPD s suggested state regulations in
t he absence of any real conpelling mandate placed on either
CRCPD or the states.

The report did indicate that NRC woul d conti nue
to license again the manufacturing distribution and
production, and therefore all users nust be licensed to
receive material. But will this provide the uniformty that
is being requested, or that the NRC was seeking
recomrendati ons on.

And as an exanple, in the recently passed
mamogr aphy | aw, Congress provided a conpelling reason in that
facilities -- or there would be no reinbursenent unless the
facilities had enacted the -- unless they were certified.

So these are sone of the issues that we sort of
put on the table for discussion by the commttee, and unl ess
you have any specific questions I'll leave it to the
comm ttee.

CHAI RMAN SI EGEL: Just a few non controversi al
questi ons.

DR. HOLAHAN: Yes.

CHAI RMAN SI EGEL: Which also put us at risk of
breaking the NAS' s | egs before they get a chance to talk to
the Comm ssion, which is another interesting problem If we
conclude that the report is badly flawed, it's interesting

that we will have gone on record before they have actually
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made a Comm ssion briefing. And | don't know what the risks
of our doing that are, but it's sonething we should keep in
m nd as we go through this.

Let me make a few coments before we start here
because | really still have not got a clue on how we ought to
structure this discussion. But as | read this report a few
princi ples cane across that actually |I think are the sane
principals that we have di scussed on a nunber of occasions and
t hat we have presented to the Conm ssion on a nunber of
occasions, and that as you know | carried to the National
Acadeny of Sciences on our behalf when | nmade a presentation
at one of their nmeetings. And those principals really are as
foll ows:

First of all that the Nucl ear Regul atory
Comm ssion as an anomaly of the |law of the | and has
responsibility for regulating only a small part of ionizing
radi ation use in nmedicine. And it just happened that way
because that's the way thing occurred. The focus at the tine
that the Atom c Energy Act was passed was on nucl ear reactors
and bonmbs and the focus was not on the rest of ionizing
radi ati on use.

During the process of fostering the peaceful uses
of atom c energy, the Atom c Energy Conm ssion got itself into
t he business of fostering nmedical research, fostering nedical

applications and sinultaneously devel oped a regul atory
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program but their statutory authority only extended to
byproduct material or, if we had any reasons to use source
mat eri al or special nuclear material in nedicine, | guess
their authority would extend to that |evel.

So it's only a small part and it's an anomaly of
a law that is now al nost 50 years old or 40 years old at | east
as anmended. That's nunber one.

Nunmber two, we all have agreed repetitively that
the risks fromionizing radiation that derives by byproduct
material is not unique by conparison with ionizing radiation
that derives from NOARM or ionizing radiation that is nmachine
produced, 140 KEV photon has the same capacity for ionizing
whet her it comes from NOARM or byproduct material or an x-ray
generating machine. It doesn't make any difference, the risks
are identical

Nunmber three, the risks of ionizing radiation use
in nmedicine are not intrinsically greater than the risks of
ot her things that occur in medicine. W've talked about the
ri sk of surgery, the risks of chenotherapy. And although one
m ght narrowly focus that on the risks to patients, and that
certainly is the nost |ogical focus when you tal k about the
ri sks of things that occur in medicine, there are public
heal th and occupational safety inplications of the rest of
medi ci ne.

We worry about the disposal of things that are
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contam nated with radi oactive materials in hospital settings
because they're radioactive when in fact the biol ogical
hazards associated with things that were contam nated by a
patient make the radiation risks pale by conparison.

We worry about the risk because of releases to
t he general public or releases of radioactive material into
waste streanms and into the atnosphere, but the public health
ri sk of the enmergence of things like multiply drug resistance
streptococcus pheunoniae, and I'Il spell that for you later,
or the pneunpbcoccus for those of you who don't know the
correct current term nol ogy, nake the kinds of risks that we
deal with with radiation also seemrelatively small by
conparison. Now, the public health inplications of resistant
bacteria and unregul ated anti biotic use over the last 50 years
are pretty substantial.

Consequently, based on those tenets, this
comm ttee has been on record repetitively of saying that the
regul ation of ionizing radiation in medicine should be
conduct ed under sone uniform set of regul ations that affect
all sources of ionizing radiation whether that's housed within
a federal agency or whether that is sonmehow distributed to the
states to do individually since the states, one could argue
and the National Academnmy of Sciences has argued, are doing the
lion"s share of the work now.

And a second portion of our reconmmendation is
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t hat whoever has responsibility for that should not have the
narrow y focused vision provided by the Atom ¢ Energy Act or
sonme radiation control act, but should have a nore broadly
focused vision relating to nmedicine as a whole so that the
tradeoffs between an extra dollar's worth of regul atory
expense in ionizing radiation can be made against a dollar's
| ess regulatory effort devoted to controlling the m suse of
antibiotics, to take the exanple that | just took.

And | think that has been our principal that
we' ve tal ked about half a dozen tinmes, at |least twice to the
Commi ssion and at |east half a dozen or a dozen tines at these
meeti ngs, and we've been pretty consistent in reaching those
concl usi ons.

So we need, | think if we try to renmenber those
principals it will help us try to understand whet her our past
thinking is consistent with the National Acadeny of Sciences
t hi nking. That's nunber one.

Nurmber two, there is a thread that runs through
the NAS report and a thread that we've tal ked about before and
that is this issue of would ionizing radiation use in nedicine
be as safe as it is were it not for the NRC having regul ated
it to the hilt for the last 40 years. And | know Judith has
rai sed that question repetitively. And | amremnded a little
bit of the story of, | guess it's the man on the train riding

t hrough sonme country who has a anul et around his neck, and the
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passenger next to him asks himwhy do you wear that anulet and
he says it's to ward off tigers. And the response is, but
there are no tigers in this country, and the answer is, the
amul et i s working.

And so in a way |I think you can, one can-- | once
chal l enged Chairman Selin to suggest that what we really
needed was a random zed controlled trial where we deregul ated
i onizing radiation use in half the country and continued to
regulate it in the other half, and then really try to find out
whet her the events that we are so concerned about or that the
NRC is so concerned about are really occurring at the noise
|l evel as we as practitioners have suggested repetitively or
whet her the NRC i ntervention has really had the beneficial
effect that the NRC wishes to repetitively pat itself on the
back and say see, we're doing great and it's because we're
her e.

And a corollary to that is, Trish just said, well
what woul d happen when we get the next serious
m sadm ni stration that results in injury or death. And I
think the one thing we need to renmenber is we certainly don't
want to continue to have governnent by yo-yo. And reacting to
the | ast bad event is not an intelligent way to govern.
Unfortunately it is the way the governnent appears to work in
the United States. And | don't know whether all the words we

can shed on that are going to do much, but we should try to
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remenber that principal when we respond to the NRC

Now, does anybody want to counter anything | just
said as principals that | believe we have generally
establ i shed and usually reached a consensus on before we go
any further.

Lou?

MEMBER WAGNER: Barry, one issue | think was
brought up by the RSNA in the report, and | took note of their
di ssention with the idea that the regul ati on should be under
one agency for the use of radiation in medicine. They
recommended or they suggested that there are entirely
different risks associated with radiation which is introduced
into a patient versus radiation that is machine produced. And
they didn't feel that the regulation would be appropriate to
be nonitored by a single agency. And |I just wanted to nake
note of that in the report.

And | think there are sone inportant issues,
al though the risk of ionizing radiation are the sanme no matter
where it comes fromin terns of irradiating the body, the
met hod of how it is introduced is entirely different in those
two things and there are sone very significant issues in terns
of the potential risks of howit m ght be introduced.

CHAI RMAN SIEGEL: |I'mnot sure | agree with you.

I mean that's the RSNA's viewpoint fromthe viewpoint of their

constituents and the turf that they are choosing to protect.
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| would actually argue that the nore, the |arger
t he component of this that is regulated by a single entity or
in a single fashion, the nmore likelihood it is that the
regul ated conmunity has an opportunity to have its voice
hear d.

And one problemin the past has been is that the
nucl ear nmedi cine comunity and the radiati on oncol ogy
community relative to radiology as a whole is a relatively
smal | segnent and | acks the clout, if you want to use that
sort of nasty word, to have it's viewpoint be heard and get
the full Iight of day.

So, well in fact 1've made the argunent on a
coupl e of occasions that, if we applied an NRC-1ike regul atory
schema to all of nmedicine, that having a couple of hundred
t housand doctors involved and all the pharmacists and
everything el se would insure that the process would achieve
sonme greater |level of balance than it has when it's only the
NRC dealing with byproduct naterial with a relatively snal
constituency of regulated, nmenbers in the regulated comunity,
that don't have a lot of clout in the final analysis, that
can't get Congress to change it for them because they just
don't carry enough wei ght.

So | understand the RSNA's viewpoint, but yes
sure machines are different, nmachines don't pollute the

streanms and the air, but the overall radiation safety issues
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in the final analysis can be broken down to trying to
under stand what the risks are and then trying to create a set
of regul ati ons.

| mean teletherapy is currently NRC regul ated and
it's a form of machine produced. And so | don't know that |'m
swayed by the RSNA's argunent.

Lou?

MEMBER WAGNER: May | just nmake one ot her comment
t hough. | think the focus that we should try to | ook for is
on why the systemis broke, what are the nmechani sns which
caused it to be broke. The issue here in regard to internally
adm ni ster radiation or externally adm nister radiation, |
have a little bit of experience with fromnmy state because it
appears to me in nmy state nuch of the regulations that cone
down for machi ne-generated radiation are just sinply
transferred fromwhat the NRC recomrends through internal
adm ni stration. And that doesn't work. It sinply doesn't
apply all the time, and we're constantly fighting with the
state because of the inapplicability in that area.

And | think there's a | ot of issues |ike that
whi ch are going to be very difficult to deal with in this
commttee and in the future with regard to these
recommendati ons that are inportant for us to address.

CHAI RVAN SI EGEL:  Denni s?

MEMBER SWANSON: | think one other principal that
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in fact this commttee is enbodied in is that there needs to
be active involvenent of the regulated community in the

devel opnent and eval uation of regulation. And certainly we've
seen a very positive approach on the NRC' s part in recent
years in that regard. But | think it's critical that that be
one of the principals of however this is regulated. And in
fact | think that's one the big areas where it got broke.

CHAl RMAN SI EGEL: Lou?

MEMBER WAGNER:  Yes. I think we still have to
focus on the idea of where it got broke. And | |iked Dennis'
comment a | ot. One of the factors that | didn't see in the

report, which maybe we al so ought to think about, is the fact
that they did allude at least in the report to the fact that
the expertise in nmedicine to the NRC was grossly | acking
within the NRC. Now, the NRC seeks recomrendations fromthe
medi cal community as with this conmttee regarding its
recommendati ons and things, but there is actually no clout of
medi cal expertise within the NRC itself in making and

descri bing and enforcing the regul ations.

So | think that Dennis' coment is very good.
don't see within this 1OMreport recomendati ons as to how to
solve that aspect of the problemthat | think we agree was
br oke.

CHAI RMAN SI EGEL: Jeff, do you have a comment ?

MEMBER W LLI AMSON: Well, yes. | guess the
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t houghts that 1've had trying to read this report are in a
slightly different direction. | do want to say regarding
medi cal use, | really agree with your enunciation of the set
of principals. So | suppose innmy mind | find it helpful to
di stinguish kind of three |evels maybe of regul ation that we
m ght think about.

| mean there are first of all, | suppose sone
general practices which are applicable to all forns of
ionizing radiation, and they pertain | think |argely towards
m nim zing the epidem ol ogi cal risk of exposures of |arge
groups of people.

So I'mthinking of regulations that would
i dentify maxi mum perm ssi bl e exposures to the general public,
to occupationally exposed workers regardl ess of whether
they're working with byproduct nmaterial electronically-
generated x-rays, whether it be in nedicine or nuclear
reactors or wherever. So they're sort of core of basic safety
st andards which, you know, maybe in ny view it would be better
to have a uniform set of standards across the country rather
t han one state allow 100 sievert per year, mllisievert per
year, occupational exposure and anot her adheres to sonething
el se. That's sort of confusing.

| suppose the second | evel of regulation then
woul d maybe pertain to the specific properties of radioactive

materi als as opposed to el ectronically-generated sources of
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I oni zing radiation. Nanely those that when the machine is
turned of f go away versus those where there is sone |ingering
presence, and that does present sone different issues
regarding if a source is lost or false froma controlled state
and unintentionally exposes sone group of people.

So there are then maybe rul es and standards
regardi ng the transportation of sources, shielding
requi rements, requirenents on record keeping so sources don't
get lost and mslaid, and so on and so forth. And that again
IS an issue that it seens to me totally independent of whether
it's medical use or some other kind of use.

And then finally I think we cone to nedical use.
And | really think a | ot of what has inflaned the regul ated
community is recent attenpts by NRC to get into the issue of
managi ng quality of the treatnment of patients. And | think
t hat any kind of sort of regulatory approach that's going to
focus on what seened to clinical practitioners to be sonetines
very superficial aspects of the treatnent w thout taking sort
of global viewis just dooned to fail

Ei t her, you know, you have to cone with sone

sort of a systemthat encourages and fits in with sort of the
gl obal nmanagenent of the patient, and that's going to focus
not just identify the patient in two ways, but is this the
proper thing to be doing for this patient with this clinical

present ation.
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And even as physicists, you know, | have ny role
i n checking that, but NRC doesn't recogni ze that as having any
i nportance at all, you know. They're focused on relatively
remote and | ow probability events.

And | really don't -- | guess | find it difficult
to see how a prescriptive systemcan do that. It seens sone
sort of a nmore set of standards or eval uations or sonething.

But | think it's sort of the third | evel, maybe
if we distinguish between these three levels of what's needed,
maybe it would be a little easier to structure our discussion.
Because it seenms nost of the points that resonate with me in
t he National Acadeny of Sciences report pertain to the issues
and controversies surrounding the sort of third level, that is
t he invol vement of regulatory agencies in the delivery and
nmonitoring of treatnent to patients as distinguished fromthe
i ssue of safety to practitioners and nmenbers of the public.

CHAI RMAN SI EGEL.: Good.

Any ot her coments before we continue?

Donal d?
DR. COOL: I'd like to take just a nmonent. | was
very interested by a couple of the comments here. | rem nd

the committee in this discussion that one of the things we
wer e | ooking for when we originally went out to obtain these
recommendati ons was to get sonme view of how to get a uniform

consi stent national viewpoint.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

48

And, Barry, you nmake a very interesting comment a
m nute ago about the effectiveness of a single entity and the
voi ce that individual groups would have versus a variety of
entities which mght be out there, which is in fact the
present situation now.

One of the questions that has bothered ne
personal |y about this process, about the recommendati ons and
ot herwi se, is how you obtain any sort of uniform consistency
as | nmove fromone place to another. Particularly given a
recommendati on whi ch woul d appear to fragnment the
responsibility in 50 different ways. O how to obtain sonme
consi stency given that 50 individual organization states plus
sone Territories and ot herw se.

Looking then at the different |evels, because you
do have a couple of different levels. One of the questions
that we were attenpting to ask here was the difference in
levels. | think if we were to hold a | ong discussion we woul d
all agree that everything that had been done in the past was
by no neans perfect. | will be the first to tell you that.
And | am not here today in an attenpt to defend any particul ar
program There are some things that | think personally I
woul d significantly change even if the regulatory authority
were to remain with the Comm ssion.

If | step back out of the role of director of

i ndustrial nuclear safety, what | would |like to see achieved



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

49

is a uniform consistent approach which has the right kind of
focus on the right kinds of issues, issues associated wth
protection of physicians, nurses, those who are going to be
occupationally exposed because they are using this materi al
and they are using it for sonme particular purpose. [In that
sense you are not really any different froma | ot of the other
groups. The folks that walk into the power plant every day
are receiving occupational exposure because they're attenpting
to work with radioactive material to achieve sonme end that
happens to be a different end.

The sanme sort of thing happens with a
radi ographer or a mammographer, those who would run in a
radi ator, those who run a research reactor, those who prepare
radi opharmaceutical. All of those are obtaining risks or
accepting risks because they are working with a material to
produce sonme particul ar product or value or information.

Secondly there is a general charge towards
protection of the public. And one of the issues to be derived
here, one of the issues which may in fact be critical in a
deci sion of how to proceed overall is what you nean when you
say public. Because there is no single public necessarily
when you go out there. Wen | say public do | nean the
patient. Certainly he is a nenber of the public, eh's not an
occupati onal worker.

But that's very different fromthe person sitting
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in the cafeteria who is probably very different fromthe
husband, wi fe, significant other, kids and otherw se of the
person being treated who may yet be different fromthe person
whose house sits across the street. And the relative
anmbi ti ons and approaches that we take to provide protection
for those different groups.

So there are a couple of issues that you've laid
out on the table that | hope you'll be able to explore a
little bit nore. But the consistency approach and how to
achieve that, and irrespective of where that's located, it may
well not be within the NRC because of the |imtations that,
Barry, as you've rightly pointed out, AEA gives us a very
little box in which to play.

But | would hope that in going and solving the
probl em we woul d just not succeed in noving the box around.

CHAI RMAN SI EGEL: Agr eed.

Lou?

MEMBER WAGNER: | was just going to ask sone
questions because I'ma little confused about this idea of
consi st ency.

What we have now in place, the NRC cones up with
its recomendati ons. Now, agreenent states have to follow
them But agreenent states can deviate formthem as |ong as
they're nore restrictive, which in many cases they are. So we

don't have a total uniformty of regulations across the board
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in the first place sinply because that's in force. 1In ny
state we have nore restrictive rules in sonme cases than what
t he NRC has.

CHAI RMAN SIEGEL: Let nme interrupt for just a
second.

MEMBER WAGNER:  Yes.

CHAI RMAN SI EGEL: That | evel of consistency
t hough only applies to byproduct material.

MEMBER WAGNER: Of course, but then my state does
what many other states do is take those rules and apply a
narrative.

Of course, and the way things would work within
the 1OM s recommendations is that you would have a federal
agency which woul d make recommendati ons for uniformty, and
the states would have the option in that case of adopting or
not adopting them so that instead of being nore restrictive,
they could be less restrictive if they wanted to. That's the
only one difference that | see in all these recomrendati ons.

But otherwi se we don't have uniformty conpletely
t oday because we have sonme places that are nore strict than
ot hers.

MR. CAMPER: A comrent on that, Lou

It's an interesting comment, and | find sone of
Jeffrey's comments very interesting for the sane reason.

I n another part of my career | spent about eight
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years as a consulting health physicist and nedi cal physicist,
and we had clients in about 26 different states. And what |
found was very interesting. Sone states did exactly what you
just said, they would apply NRC criteria, either regulatory
criteria or guidance criteria, to everything whether or not it
was an item of conpatibility.

In fact, if you |look at Part 35 today, very
little is an item of conpatibility. However, it has
transcended the lines and it gets applied.

In sonme cases | found variances in the ways in
whi ch regul atory gui des were used. Sone states required an
exact commtnent to a regulatory guide, and sone states had
vari ances thereof.

And what | also found was, is that while the NRC
sort of puts its rul emaking process out for public comment,
due process, etcetera, nmany tines the state regul atory
agenci es apply things through the licensing process because of
a nunmber of encunbrances. Either their |egislatures nmeet only
periodically or there are certain procedures that they don't
follow, in other words their |egislatures don't have capacity
to deal wth.

So what the regulators do then in order to
achi eve what they believe to be a reasonable |evel of safety,
is they inmpose license conditions. And sonetines the things

that | would find that were being inposed by license
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conditions were nmuch nore stringent, if you will, than the
NRC s regul ati ons.

So | agree with you totally that, based on ny own
personal observation as a practicing physicist, that | saw
great inconsistency. And it's not clear to nme what |evel of
consi stency that we have today at all in fact.

CHAI RMVAN SI EGEL.: Sur e.

Bob?

MEMBER QUILLIN: Let nme give a perspective from
the state's point of view. Just so everybody understands when
t he NRC promul gates a regul ation, they establish what they
call a division one, two, three, four, whatever it is, |evel
of conpatibility for that regul ation.

| don't renmenber these exactly, but basically
di vi sion one says it would have to be exactly the sanme as the
NRC regul ation. Two says you have to be essentially the sane.
Three is sort of optional. Then there is a level in there
where only NRC can regulate that. And then five is really
open to whatever you want to do so to speak.

So the NRC sets this |evel of conpatibility and
then the state, agreenent state is expected to enact a
regul ati on which matches that NRC regul ation exactly or
essentially the sane, etcetera.

I n our particular state, just as an exanple, our

state statute says that our regul ations have to be the sane as
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t he suggested state regulations. That's the SS regul ation for
control of radiation. And unfortunately what we face is that
t he suggested state regul ations take sonme tinme to devel op and
sonetimes the NRC regulation tinme frame, which the NRC gives
you to inplenent this regulation, conmes due before the
suggested state regul ation ever cones around to being, so we
have to adopt a version of the federal regul ati on dependi ng
upon the conpatibility in a tinme frame which is such that the
suggested state regul ati on has not been devel oped yet.

There's been this historic problem of delay and
devel opnent of the suggested state regul ations.

Suggested state regul ati ons go across the board.
They apply not only to radiation nmedicine, but to x-ray, to
natural occurring radioactive materials, x-rays in the medica
settings, x-rays in industrial settings, etcetera. When the
suggested state regul ati on process devel opnent occurs, they
try to bring in obviously the state people who have sone
know edge in this, but also federal people and in sonme cases
go outside government to participate in this process and add
depth to it.

| hate to volunteer anybody, but Dick G oss from
the FDA is here and he's been participating in this kind of
activity for many years and probably can tell you nore about
it than | can.

But it's a long involved process. W have, one
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of the things that we have at the state |level that the federal
governnment doesn't have, for exanple in Col orado when we have
a rul emaki ng process, we have a public hearing on that which
anybody can get up and say whatever they want to say. |If it's
a significant change from what we proposed, the process starts
all over again basically.

And even after this process is done and the
rul emaki ng board is agreed with the rule, it goes before a
| egi sl ative council. The legislative council has a crack at it
to see whether they think the rules is within your |egislative
purview and intent. And if they disagree with that, then you
have a hearing before a legislative conmttee, which you'd
normal ly | ose, but anyway you can try. |'ve tried it tw ce
and | lost twice so that's why | know.

But anyway, in nmany states the process is nuch
nore open and nmuch nore involved than it is at the NRC | evel
rul emaki ng. And there's nuch nore involvenent in trying to
resol ve issues before it ever gets to the public hearing stage
and NRC | evel. But you know we've got all these other hurdles
to junp through beyond what the NRC has to junp through.

So rul emaking at the state level is not an easy
process. It's a long involved process. And you're |ooking at
t he NRC over your shoulder to see the conpatibility issue,
you' re hoping that the suggested state regulations are in

pl ace so that you can use them as a guide, but they may not
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be. And sonetinmes you just have to go ahead and act w thout
all these things behind you.

CHAI RVAN SI EGEL: Let ne ask a question, Bob,
before we take a break in a mnute here, and it will help me
devel op sonething |later. How did Colorado do it's bit with
the Medical Quality Standards Act, what kind of hoops did you
all have to junmp through to get a programin place and to
create any special Col orado provisions of that and how
conplicated was it?

MEMBER QUI LLIN:  Well, | can tell you that we
are one of the states that is --

CHAI RMAN SI EGEL: | said nedical and |I neant
mamrogr aphy?

MEMBER QUI LLIN:  Oh, manmmogr aphy?

CHAI RVAN SI EGEL:  Yes.

MEMBER QUILLIN: "Il just tell you that as far
as the quality managenent program we have treated that with
beni gn neglect. W never enacted that particular regulation
even though it's a conpatibility issue.

CHAI RMAN SI EGEL: So shoul dn't he be inprisoned
right this noment since he's already past due? | actually
meant - -

DR. COOL: That's the subject of another

di scussion off the air.

CHAI RMAN SIEGEL: | actually neant, tell me about
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Mammogr aphy Quality Standards Act. | want to know what
Col orado di d.

MEMBER W LLI AMSON: Before the Manmography
Qual ity Standards Act, MJSA, went into being, we actually had
a novenent in Colorado to try to tighten up sone of the
manmogr aphy i ssues. We had al ready regul ated the equi pnent
i ssue so that the equipnent part of it was taken care of.

But the nmovenment was in Colorado was to try to
regul ate the radi ographer who actually, the mammographers, who
actually perfornmed the procedure because of sone questions
about qualifications there. So we had a statute in place
whi ch we were inplenmenting which required that manmographers
actually passed the ARRT examto performthis.

We were not regulating the position part of it at
all. The position part of it was not regulated. So when MQYSA
came in we didn't have that nmuch nore to do because the ACR
certification process, the regulations we already had in place
other than really to negotiate with the FDA to performthe
I nspections and then to start doing the annual inspections
required by the act. So it was a relatively painless project
to get into in our particular state.

CHAI RMAN SIEGEL: Was it painless in Texas, Lou?

MEMBER WAGNER: Absolutely not. The state of
Texas decided to enact their version of MJSA before MJSA was

enacted. And now what we have in the state of Texas is we
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have to follow both MJSA and state of Texas rules, sonetines
which are in conflict, and it beconmes a mmjor issue for us.

"1l give you an exanple. The state of Texas
says that we have to perform nonthly phantomtests. The rules
within the regulations right now on those nonthly phantom
tests within the state of Texas follow the old recomendati ons
of the ACR. The new recomendati ons of the ACR are entirely
different. The problemis now we've got two sets of
regul ations, both of which are in conflict. And | val ue what
the state of Texas tells ne to do in that regard, |I'm actually
outside the practice of nedicine, standards of the practice of
medi ci ne.

This is where problens start really devel opi ng
With state's issues versus national issues. And I think there
are things that we have to think about. | don't know what the
solutions are. | find that when the state has nade up
regul ati ons and come with the recommendati ons from apparently
the CRCPD, in many cases these regul ations have been
absol utely | udicrous.

An exanmpl e, the state proposed a regul ati on that
sai d you have to check your focal spot on your mamography
machi ne and, if the focal spot gets smaller by ten percent,
you have to change the x-ray tube. In other words, if the
I mge gets better, you' ve got to throw it away.

There are so many things that go on like this
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that it really gives ne great trepidation to think of the
st at es.

CHAl RMAN SI EGEL: How often does the focal spot
get small er though?

MEMBER WAGNER: |'ve seen it once.

CHAI RMAN SI EGEL:  Okay.

MEMBER WAGNER: |'ve seen it once. It turned out
that the filanment burned out and then rewel ded.

But things |like this occur and it does give ne
great trepidation to think that the 1OM has given, passed over
such authority to the states w thout perform ng an
i nvestigation into how good are the states doi ng thensel ves.
And therein lies to ne a big problem [|'Il be anxious to hear
what the 1OM has to say in regards to what they've done with
t hat .

CHAI RMAN SI EGEL:  Denni s?

MEMBER SWANSON: | just wanted to comment on Dr.
Cool's concerns regarding a uniform standard of occupati onal
and public exposure Iimts and uniform standards of patient
care.

Wth regard to uniform standards for occupati onal
and public exposure limts, |I think I'"min agreenent that
there needs to be sonme kind of a uniform national standard.

Wth regard to patient care issues, let ne

present an anecdote. Let nme present an anecdote. |If | | ook
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what goes on in pharmacy, we have a national association of
boards of pharmacy. The NABP devel ops nodel rules and
regulations so it's sort of synonynous with the role of CRCPD
The state boards of pharmacy can adopt those nodel rul es.

They can adopt them conpletely. They can adopt parts of them
Or they can ignore them Being sonewhat of a transient

i ndi vidual, I've had the opportunity now to work in four
different states as a |icensed pharmaci sts. Each state has
had its own set of pharmacy rules and regul ations that differ
in a prescriptive manner from one state to another one. But,
| can tell you, in all four states, the qualify of

phar maceuti cal care does not vary. Even though the
prescriptive rules and regulation's different.

So, I'mnot sure that that uniform standard of
patient care is as much of concern as it relates back to
specific regul ations as what you m ght think.

CHAl RMAN SI EGEL: Judy, you have a comment ?

DR. STITT: Yes, I'msort of struggling with it
but |l et me go ahead and just put it on the record.

As a physician and a cancer doctor, | deal
primarily with wonen who have breast cancer and using
radi oactive isotopes for treating gynecol ogic cancer. So, |
hear our radi ol ogi st grow about the manmmography rul es and
then | think you know nothing conpared to what we've been

living with for all these years with isotopes.
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But in |ooking at, and | understand what the
di agnosti c radi ol ogi st, |ooking at the nedical viewpoint, when
they're tal king about the mammography regul ations. But ny
view, and this, again, nmy very own interior view of what the
mammogr aphers have to put up with, really tal ks about the
machi ne qualifications, inspection. And when | try to | ook at
the QM rul e brachytherapy, there are sonme of those issues.
But | think that that has really noved into the practice of
nmedicine to a far greater extent than any other aspect of
medi ci ne or ionizing radiation.

And that's one of the things that | think maybe
has caused sone of the comments in this report is that
particul ar aspect of this very small part of ionizing
radi ation. And then that new extension of here's how you're
going to practice nedicine. Because | think a |lot of that
rule cones down to it.

And again, in trying to conpare it to the other
part of the work I do which has to do with breast cancer and
mamograns, | think they' re both regulatory sorts of issues
but I think they were set up differently and they're carried
out differently.

Just sone food for thought.

CHAI RMAN SI EGEL: Wy don't we take the schedul ed
15 m nute break.

(Wher eupon, at 10:10 a.m a brief recess until
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10: 33 a.m)

CHAI RMAN SI EGEL: We are now back on the record.

The next order of business is for us to decide
how we want to proceed. And let ne -- two thoughts. One is,
first of all, for us to go right into question 1 which was, do
we agree that the preferred alternative picked by the National
Acadeny of Sciences before we've heard fromthe National
Acadeny of Sciences seens a little bit unfair.

So, I'mgoing to suggest that we defer that
question until we've heard fromthemearly this afternoon.

And then we can, perhaps, after we've heard their thinking a
little bit nore clearly, we can attack that question

The other thing it seems to me as |'ve |istened
to the discussion this nmorning and as | read the report, and
I'"msure all of you have this concern, that there are sone
apparent inconsistencies in the recomendations that, as Trish
poi nted out, if Congress doesn't do this, then you do this.
And pl ease do that. But no nmechanismfor the transition is
provi ded.

It really does seemto me in a way that the
fundament al under pi nning of the National Acadeny of Sciences
recommendati on, principle recomendation, has to be sone
action by Congress to change the regulatory schema. And in
t he absence of that, it seenms to me nmuch harder to understand

how the NRC, given the law that it currently admnisters, is
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going to make sone of the broad sweeping changes that the
Nat i onal Acadeny of Sciences recomrends.

So, | thought what we m ght want to do now, but
" mopen to suggestions, is to try to | ook at those questions
that are | east dependent on Congress doing sonething and nost
dependent on the NRC taking whatever actions it can take of
its own accord.

DR. STITT: Could I ask a question that rel ates
to what you said?

CHAI RMAN SI EGEL.: Sur e.

DR. STITT: That is that this court has to go to
Congress, or that's the primary way to nmake a change. But how
does that happen? Does Congress have to do -- to respond to
this?

CHAI RMAN SI EGEL: O course not.

DR. STITT: That's what | would assune. So tell
nme -- is there anybody here who can tell ne nore about that
particul ar gap? | do not understand.

MR. CAMPER: Well, the recommendation to the
Congress is that it would enact |egislation that woul d change
the authority of the Nuclear Regul atory Conm ssion. Now, that
coul d happen one of several ways. Either a congressman or
group of congressnen could read the report, could becone
interested in and agree with the findings and recomendati ons,

and could pursue initiating legislation. Another avenue would
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be that individuals or organizations mght attenpt to bring to
t he Comm ssion -- their congressnen the recomendati ons and
try to develop -- stinulate an interest in their congressnen,

or group of congressnmen, or senators, to initiate |egislation.

One of the things that makes it difficult, |
think, in ternms of the congressional action is that our
organi zation has oversight by several congressional commttees
which is always conplicated, not only for this particular type
of legislation but for any |legislation when you have nultiple
oversi ght comm ttees invol ved.

But generally, it would be one of those things.

Ei ther a congressman, or senator, or group thereof, would take
an interest in the report and woul d decide to pursue the
recommendation. Individuals or organizations would capture
the attention and interest of their congressnmen and woul d

advi se, suggesting that they pursue and that would happen.
It's hard to say just how that m ght play itself out.

DR. STITT: What's the |ikelihood that no one
woul d take any interest in this? O would prefer to let it
sit? Is that at all possible? 1Is it possible that no one
woul d want to take this to Congress and it could sit there
quietly?

MR. CAMPER: Well, it would be -- | would be very

hard pressed to coment as to what Congress m ght or m ght not
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do. | nean, | can --

DR. STITT: But is it possible?

MR. CAMPER: | can venture ny own persona
observation. That's all that it is. And that is that this is
an el ection year and we are involved in big issues such as
budget issues and so forth and so on. | don't see this being
hi gh on the scope of attention, frankly, in Congress.

Now, but then again, one never knows.

Marjorie was pointing out to me another thing
that could happen in Congress is, and | was -- nmy comments to
you were backwards. What woul d Congress do? What would it
initiate? Another way that Congress could pursue action is
t hat the Comm ssion could go to the Congress and suggest
| egi sl ative change to the Atom c Energy Act that would renove
t he agency's authority for byproduct materials as it rel ates
to nmedical use, nedical to be defined getting back to sonme of
the earlier comments about research versus totally nedica
human use. But that is another way it can happen.

DR. HOLAHAN: The report has been provided to al
NRC s congressional oversight conmttees. So those
comm ttees, or the chairman of those comm ttees, are aware of
t he report.

CHAI RVAN SI EGEL: Jeff?

DR. W LLIAMSON: Yes, | guess along the sane

lines, I, too, would like to ask a point of information. The
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sort of B conclusions or recommendati ons that the report has
made that, for exanple, you relax imredi ate enforcenment of the
qual ity management program and the m sadm ni stration reporting
rules, and so on. What's the process for doing that and what
| evel of control do you have for, w thout |egislative action,
basically retracting |arge parts of Part 357

MR. CAMPER: In answering that, let nme try to
just pick up one nore thought on this other question. You
know, the question was, what m ght Congress do. You know, the
Comm ssi on, as Don explained in his opening coments, has
several pathways open to it. | nmean, it could, for exanple,
deci de that upon review and listening to the National Acadeny
of Science during its report, that they've heard enough and
they want to nove to truncate the involvenment of the agency,
and could do so through the | egislative approach,
recommendat i ons to Congress.

It also, the Conm ssion, that is, could also
decide that it may decide to dramatically nmodify Part 35. And
go through a rul emaking process to effect that change and go
t hrough the normal public comrent gathering probably
facilitated neetings, et cetera.

There's another pathway that Trish covered in her
openi ng comments, too, and it's under your question 3. That
t he Conmm ssion could consider. Now, that calls for a very

strong litmus test in that the action would necessitate a
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prior finding by NRC that the exenption of such cl asses,
qualities, or users of such material would not constitute an
unreasonable risk to the commopn defense and security to the
health and safety of the public. That's another pathway that
creates a possibility that could be pursued.

Now, getting back to Part 35, 32, and 33 of the
qual ity managenment rule. That's a little bit easier to deal
with in terns of action the Conmm ssion m ght choose to take.
We have been for the last two years now gathering data as we
i nspect the inplenentation of the quality managenment prograns
by licensees. And we have conpiled a database that
denonstrates all those findings. It talks about the nunbers
and types of violations, how the licensees were nmeeting or
failing to meet the requirenents of the rule, and so forth and
so on.

One of the things that we want to do is, in the
very near future, fromthe staff's standpoint, and again, |
call upon this so nuch because as Don pointed out earlier and
I think Trish reiterated, we have presented to the Conmm ssion
a staff plan for how to deal with this. And we now as a staff
await feed back fromthe Conm ssion as to what it thinks of
the staff's plan. Does it want to pursue that. And we coul d
tal k about what the staff's reconmmendation is. But, again,
qualifying that with the fact that the Conm ssion has to make

the final choice and tell us how to proceed.
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But we have been gathering this information on
the inspection of the QUII. W want to go through an anal ysis
of what it has shown us. Currently, the tenporary
instruction, we call it a TlI, associated with that rule is due
to expire in August of this year. Anpbngst the things that we
have been pondering is to try to do a pronpt analysis of what
we have found as we have inspected the rule, see what those
concl usi ons are, and perhaps nove to truncate the inspection,
the TI, of the quality managenment rule. But that's sonething
that the staff has a fair amount of |eeway in suggesting to
the Commi ssion that it do.

Amongst the options that the Comm ssion could
consi der would be to pursue sone pronpt rul emaking, if such a
thing exists, to elimnate the quality managenent rule, or
conponents of the quality managenent rule. Another possible
option is, and this again is a bit nore nanageabl e and
control |l able by the staff in terms of how it m ght proceed to
make recomendations to the Comm ssion. W could do things
such as exercising enforcenent discretion as it relates to the
qual ity management rul e.

The truncation of the TlI. In other words,
ceasing to inspect the inplenentation of it. Saying we've
seen enough. We've inspected enough facilities. W've
| ear ned enough. We know what the outcone is. W know how

many ni sadm nistrations are occurring today as conpared to how
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many m sadm ni strations occurred pre-QMrule, and we know what
the finds are. And we therefore don't think that the
continued resources by licensees or by the agency warrants
that activity. Those kinds of novenents could be made, or
recommendati ons could be made, to the Conm ssion.

So, there's a spectrum of possibilities as it
relates to the QM And it's far easier to deal than the
question, of course, at | arge.

CHAI RVAN S| EGEL: Lou?

MR. WAGNER: Bob Quillin, could you give ne sone
insight as to why the state of Col orado has taken its posture
regarding the QM rule? What about the QM rul e does the state
of Colorado find difficult to enforce or not want to enforce,
or whatever?

CHAl RMAN SI EGEL: Before you answer, let nme
interject. That we are -- No, |I'mnot going --

MR. QUILLIN: Read ne ny rights.

CHAI RMAN SI EGEL: You've got the right to remain
silent.

The direction the discussion is heading is
exactly where | wanted it to go, which is that we should
di scuss NRC questions 8 and 9 first as things that we can
di scuss that the NRC can deal with that have nothing to do
w th what Congress does. And then we probably want to nove to

question 4 after that, | think.
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But let's start with 8 and 9, quality nanagenment
rule> How it could be changed. What's conceptually w ong
with it. And as a start to that, we can begin by finding out
why Col orado thinks it's no good.

Cee, is that a | oaded question?

MR. QUILLIN: Col orado never said it was no good.

"1l tell you this frommy perspective. And that
is that I1've been in clinical practice nyself. 1|'ve been an
NRC |icensee and |'mnow a regulator. So |I've seen both sides
of the fence.

My personal perspective was that the cost of this
rule offset the benefits of the rule. The cost to the
i censee and the cost to our regulatory program exceeded the
benefit of the rule. And the fact that it was not
justifiable. W have to do a cost benefit analysis for our
rul emaki ng process. And in all honesty, in the past | have
not been inmpressed by the NRC s cost benefit anal yses
rul emaki ng because we | ooked at it. We couldn't see it was
justified.

CHAI RMAN SI EGEL: Lou.

MR. WAGNER: | would also |like to state that
whenever | talked to the regulators within the state of Texas,
they respond with a neasured el enent of disdain for the QM
rule. So it is quite clear to ne that it is not just the

peopl e who are practicing nmedicine but it is also some of the
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regulators in the state who think that the QMrule is
i nappropriate. And perhaps that is exactly the issue. The
cost and difficulty of inplenmenting this rule exceed the
benefits to be gained fromthe rule.

CHAI RMAN SI EGEL: Judith?

DR. STITT: Comment al ong the sane |ine.

| was asked by the Anerican Coll ege of Radi ol ogy
to wite standards for high dose brachytherapy and | ow dose
brachyt herapy. The ACR has standards for a variety of things
i ncl udi ng mammogr aphy, external beam radi ot herapy, et cetera.
And when | -- the QM rule bugs ne because it |ooks |ike what
prof essi onal organi zations should be doing to set up standards
of practice. And | think that's where it lies. It should
reside with the clinicians, the professionals, to establish
standards. This could be sonething that's national and then
al so viewed by the states. Certainly the ACRis a national
organi zation. That's how it influences nme and ny bias towards
it.

CHAI RVAN S| EGEL: Larry.

MR. CAMPER: Let ne just share a couple of
observation with you about the QM rule, having inherited that
1990 when | became the section | eader for the nmedical and
academ c section and then being actively involved in a team
that brought it to fruition.

| can remenber vividly the criticismthat was
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bei ng | evied against the quality managenent rule. |'Il never
forget the time when | was asked to give a 20 mnute talk at a
prof essional neeting and | was told to limt it 20 m nutes
because it's a tight schedule and that's all they're going to
want to hear. And one hour and 30 minutes into the
presentation with 15 people behind the speaker lined up
criticizing the rule, I thought, well, this is baptismby fire
at best.

But the conplaints that | heard a | ot are the
ones that are being echoed again here today. And that is that
you had a | ow frequency of occurrence of m sadm nistration.
Sonmet hing on the order of 10 to the mnus 4. And yet, you're
proceeding to put in place arguably what are very prescriptive
criteria for what we as nedical practitioners believe is the
noi se level for errors. And why are you doing that because
it's not going to inmprove our performnce, anyway, and these
are types of things that we as professionals should be
i nvol ved with oursel ves.

Now, the principles of the QMrule, the five
obj ectives, seemto have been fairly well received. | think
that there was an underlying feeling by many and a | ot of
state regul ators have expressed to ne that you don't need to
be doing this. This is not where we should expend resources
and so forth. But the Comm ssion felt that it did not want to

remain in a watch node. In other words, just receive reports
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of m sadm ni stration, sone of which were consequential. They
wanted to try to do nore to inprove that standard.

And as a result of that, what was supposed to be
created as a performance based rule, and |I think the
obj ectives arguably are performance based, was put in place.
But | think as often is the case, the devil's in the details.
And it deals with inplenentation. And | watched first-hand
this process occurring. | watched it in the inspection arena.
| watched it in the enforcenment arena. And |I'm not
criticizing anybody. |'mjust saying | watched the process
unfold and there was a tendency towards prescriptiveness.

And | will never forget when I was visiting on
t he West Coast along with Sally Merchant who was a project
manager for the QM inplenmentation, and we were instructing a
room full of therapists and physicists who were subcontractors
of Lawrence Livernore National Lab who had the contract to
review the submtted progranms. And | watched this room of
physi ci sts and therapists become nore prescriptive in their
t hi nki ng, beconme nore prescriptive in the questions that they
asked. And the reason was, interestingly enough, and probably
of no surprise to anyone, is that someone had to nmeke the
judgment call on whether or not a submtted program passed the
test and sign off that this program had been revi ewed.

And ny observation as a regulator is that any

time you have a subm ssion of a program and then sonmeone or
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soneones in the regul atory body, whether they're the actual

regul ators thensel ves or the contractors working for the

regul ators, have to make a judgnment call. They want criteria
for a pass/fail. They want sonmething to cling to to defend
their judgnment, if you will. And | think that the major flaw

in the quality managenent rule, and arguably there are a
number of them but | think the mpjor flaw was in its

I npl ementation. And | offer that just as an observation of
how, to at | east sonme degree, that process happened,.

CHAI RVAN SI EGEL: Lots of people.

Lou?

MR. WAGNER: | think it's an extrenely good point
because what | see is one of ny biggest problens with
regulation is the following. You take a standard practice and
as long as it's a standard of practice in a generalized rule,
you can live by that through your professional functions. But
once you take the standard of practice and nake it a
regul ation, there becones a zero tolerance and no flexibility.
Your professionalismgoes down the drain and you are now
handcuf fed and you can't function in various circunstances
where you need to make decisions that are unusual

And therein lies a ot of the difficult | see
with the whole regulatory process and the QM rul e probably is
a fine exanple of this difficulty. There's a matter of

prof essi onal function but you cannot be prescriptive about
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professional function. |It's not sonmething you can wite a | aw
about and say, well, if you deviate fromthis, then that's
wong. It's very difficult to do that and to make that whol e
with zero tol erance. That's part of the problemwth the

regul atory process in general.

CHAI RMAN SI EGEL: Jeff?

DR. W LLIAMSON: Yes, | guess | would like to
level a few -- direct a few comments to the quality managenent
rule, too. At specific things.

| think no one would argue that there should be
clearly defined witten prescriptions that the proper patients
shoul d be treated. That plans and cal cul ati ons shoul d be
checked. And that has been a standard of practice far |onger
than the existence and inplenentation of QMrule and | really
woul d wonder how nmuch it's stinul ated people to,
practitioners, to adhere to a higher standard of quality
treatment delivery.

But | think one of the problems with it is it's
sort of narrowness. It sort of pretends to be a conprehensive
qual ity assurance programbut it's not. |It's focused on such
specific safety endpoints. And | think one of the coments
that the report, the National Academny of Sciences report, nade
is that it said basically regulation of safety will always be
invasive if divorced fromthe issues of clinical efficacy and

conpetence of the practitioners. It's also not really a test
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of the quality of the program the inspection and enforcenent

process. It's basically a test of your conpul siveness in
filling out paper work. It is an enornous burden. | don't
know where the figure for costs was cone up with but | know it

consunmes probably 200 hours, 300 hours, of staff tinme in our
institution sinply to docunment everything.

And, you know, we're not punished if we violate
the rule for a poor quality treatnment. We're punished for not
docunenting it. So, it holds practitioners to a far higher
| evel of docunentation than any standard of practice in our
field or any other medical field to my know edge. So, | think
that's a problem

And | think the issue of prescription versus good
judgment that Lou brought up is inportant. | think that
physi ci sts and physicians are not quality assurance nmachi nes
and conputers that go on blindly checking everything. There's
a great deal of judgnent called for in a particular clinical
situation. When is nore investigation and thorough checking
requi red and when it's not, factors that the rul e does not
take into account.

So, | honestly think the sort of whole program of
trying to prescribe a treatnment delivery quality assurance
system just isn't going to work. And maybe that's sonething
we coul d di scuss, what are our visions of perhaps how to best

encourage this sort of thing in the field which is no doubt
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the | audabl e intent of the rule.

| think also we need to | ook at, again,
uniformty. This, remenber, is 10 percent of the practice of
radi ati on nmedicine. W don't -- aren't required to do this
for the other 90 percent and it creates a real dissonance in
everyday practice, in nmy witings and talks on quality
assurance now. | used to say there were basically three basic
end points for quality assurance in brachytherapy, delivering
the right dose, getting the right sources in the right place
for the right time, and so on

Now | have to add a fourth goal. And that is,
part of the goal of quality assurance is to mnimze the
liability of the institution vis a vis regulation and ot her
sorts of legal initiatives. And that neans creating sort of a
paper work shield to protect the institution. And so we are
having to divert a lot of resources frombasically clinical
care in order to survive the chall enges inposed upon us by
regul ators and other legal forces types of liability, too.

Of course, |lawsuits have to be included in this
and it kind of -- | don't think it helps to sort of have to
portray regulators in this sort of cynical light. That |ike
you're now one of the bad things we have to protect patients
from And our institutions from You're not hel ping us.

So, it really sets, | think, into notion a very

sort of unfortunate scenari o.
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MR. CAMPER: You know, a couple of observations
in response to your conment. M observations about our
findings, if we have inspected prograns, quality managenent
prograns, has been a m xed bag in the sense that | think that
| genuinely believe that sone prograns are better as a result
of the QM rule. They're better in ternms of the quality of the
written directives that they create. They are better in terns
of the observations they make about their program and the
attention they focus upon continuing quality inprovenents.
By the same token, | also think, though, to a
| arge segnment of the community it's been a real pain in the
neck because the practitioners who are interested in creating
the kinds of witten docunentation that you alluded to, that
are interested in insuring that the radiation is adm nistered
as requested, for themit's been quite a regul atory burden.
And so, your challenge, then, with the question
as a regul ator, what has been the net result of the product?
Now, interestingly enough in that vein, when the rule was put
in place, the Conmm ssion charged the staff with com ng back to
it three years post rule, which would have been 1995, and
gi ving the Comm ssion sone assessnment of how the QM rul e went.
W were -- we had planned to do that as part of
our -- and we did give a signal during our |ast annual
briefing of the Conm ssion on the nmedical use program But at

that time, we told themthat we needed to gather nore
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I nspection findings via the Tl before we could get back to
t hem and give them nore detailed findings.

Now, we woul d have done that this year but, of
course, as we all now know, a nunber of events have overtaken
that in the sense that we're now | ooki ng at the program at
| arge rather than focusing upon certain aspects of the
program | think it's certainly no secret. W' ve discussed
it previously with this commttee, that there was a feeling
within the management of NRC, certainly nmyself and Don Cool,
and Carl|l Paperiello, and Hugh Thonmpson. | nmean, there is a
feeling anongst the nmanagenent that there is a need to change
aspects of Part 35, to recommend changes to the Comm ssion for
consi deration in changes to Part 35.

But once again, that initiative has been put on
hold as we awaited the National Acadeny's report. So now we
find ourselves dealing with this nmega issue as opposed to what
to do only about the QM rule itself.

CHAI RMAN SI EGEL:  Denni s?

MR. SWANSON: | think another consideration here
is that the QM rule fails globally as a quality assurance
program |'d like to think that one of the objectives of the
NRC getting involved in this is to receive reports of
m sadm ni strations so as to provide a database whereby we can
go out and | ook at what causes these m sadm nistrations, or

what is associated with them
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By the nature of the reporting requirenents,
you've limted the nunber of reports of errors, thereby
limting very nmuch your database. And thereby not providing
any useful information in the interest of public safety. And
| think that's a fundanmental problem --

MR. CAMPER: Because of the narrow definitions of
m sadm ni strations?

MR. SWANSON: Exactly. And then if you broaden
the definitions of m sadm nistration to include everything,
then you're in a huge conflict with the regulated community.
That's where this all started out at.

So, it's failed globally as a quality assurance
programand | think that's what we really need to get to, is
actually reporting all errors and then truly taking a | ook at
what causes these errors if we're doing our job.

CHAI RMAN SI EGEL: Yes, | nean, as a corollary to
that, it goes back to sonmething we tal ked about with the
Comm ssi on many, many nmoons ago. Which was the issue of
| ooking for the bad apples as opposed to trying to use a
regul atory agency in a predom nantly educational npde to
really fulfill a public service.

And ny biggest concern with the whole quality
managenent rul e has been the crimnalization of
m sadm ni strations is the termthat |1've used. | nean, as

opposed to following Denming's principle that each defect is

a
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treasure from which we can | earn something and perhaps make it
better for the world at large, in the case of a
m sadm nistration | can tell you that fromthe viewpoint of a
licensee, it is not treasure to realize that you are now goi ng
to have the NRC descend upon you, occupy your resources for
weeks to cone potentially, maybe only a couple of days if it's
not too bad. Have a |arge anmount of written response. Have
you have institutional |egal counsel involved because every --
| mean, my university |awers say the follow ng. They say,
dealing with the Nucl ear Regul atory Conmm ssion is a
fundanmentally | egal event. And it cannot be left to the
medi cal professionals who understand the issues. Wen you
have a problemwith the NRC, it has to be turned over to the
general counsel's office because we can't let you do it
because you don't have the authorization for the institution
to negotiate with these folks.

That's a m stake. That's not where we want to
be. Where we want to be is national clearing house, best
overall know edge about problens, best overall know edge about
radi ation risks, and try to foster making things better as
opposed to goi ng out and punishing the people who are doing a
bad job. That's, to nme, the fundanental conceptual problem
with the rule and certainly it's the fundanmental conceptual
problemwi th the way the rule's been inpl emented.

MR. CAMPER: Yes. For the benefit of the
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commttee and in particular the new nenbers, let nme just shed
sone |ight on that.

Basically what's happened here is if you go back
over tinme, you find that m sadm ni stration reporting
requi rements go back to 1980. But along the way they've been
changed. Now, with regards to the QM rule which becane
effective in '92, the threshold for m sadm nistrations was
essentially doubled. And of course, the reporting threshold
for diagnostic m sadm nistrations was changed dramatically and
they essentially went away because of that. And arguably,
that's a very positive thing.

But what happened was al ong the way, as we now
| ook back upon it and know is that, previously
m sadm ni strations started out to be a reporting of an event.
It's an error in the delivery process. And when that occurs,
it ought to be brought to the attention of the agency. Perhaps
It has generic inplications. Perhaps that information needs
to be dissem nated. So forth and so on.

Well, when the QM rul e canme al ong, what happened
was previously nost m sadninistrations did not result in a
violation. But with the QM rule, a nmechanismthen was put in
pl ace for violations to occur. Now, violations do not occur
in every case with a m sadm nistration today. However, they
do occur nore frequently as violations than they did prior to

the QM rul e.
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And that's because of two reasons. |In the early
stages when mi sadm ni strations occurred, people were failing
to inplement a quality managenent program Later on, once
the QM prograns had been inplenented, in those instances when
a violation did occurred associated with a m sadm ni stration,
it was often because they didn't follow their own procedures
as identified in their submtted QM program

So, the net result of that is, and I think this
is sonething else that has served to further enflane the
community, and it's the enforcenent issue again, is that we
now see violations for m sadm nistrations as a result of
failures, if you will, in the quality managenment program which
result in events that have mnimal, if any, consequence.
Because, as we all know, nost m sadm nistrations are not
overexposure. They're exposures that are under that which was
required or requested to be adm nistered. So, you have an
event of no consequence that results in a violation.

Now, those violations, in and of thensel ves,
don't always get to severity |level 3, but sonme tinmes they do.
And of course, that has a very nuch of an inflam ng aspect
upon the community.

So, | think one can look at it and say, have
m sadm ni strations continued to play out of, and the reporting
of them under the quality nmanagenent rule, as was the original

i ntent of m sadm nistrations, and one goes back to 1980. And
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| think that the argunent can be made that no, it hasn't,
because it's noved now nore toward an enforcement scenario as
opposed to only a reporting scenario. | nean, |'ve heard that
conplaint many tinmes. And | think there's a legitinmacy to

t hat conpl ai nt.

CHAI RMAN SI EGEL: Denni s?

MR. SWANSON: Getting back to one of these
guestions, how can we inprove data collection. | think it's
i nportant to note that there are in existence the FDA, USP,
adverse drug reaction reporting programwhich is a voluntary
reporting program There's also now in existence the USP
medi cation error reporting program | nean, nedication errors
happen t hroughout the pharmaceutical world, not just with
adm ni strations of radioactive ionizing radiation.

And that programis in existence. How you force
people, if you can do that, to report to that program | think
is a question. If any tinme you try to force people to do
sonet hing, you're going to get in this kind of a bind, or
regulate it. But, certainly those prograns, to answer that
question, are in place. And if we can sonehow t hrough the
pr of essi onal groups as supported and recogni zed by the NRC,
encourage reporting through those nechanisms, | think we could
probably get nore data along the lines that we want.

CHAI RMAN SI EGEL: Lou?

MR WAGNER: |1'd like to try to make an anal ogy
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here about crimnalizing sonmething versus having ot her nethods
of seeki ng change.

First of all, when you make things regul ations, |
have no doubt that many people's quality managenment went up.
Any tinme you raise the consciousness of people for the need to
do sonething right, you will have sone kind of a response to
that which is positive. So there's nothing wong with raising
t he consciousness. How you raise that consciousness IS
anot her issue.

Now, there's another issue going on right now
that is outside the purview of the NRC in relation to
i nterventional radiology. There are injuries that are
occurring frominterventional radiology. These injuries have
been reported to the FDA and the FDA has responded by taking
action of recommendi ng that people, (a) be aware of these
i ssues, and nonitor radiation doses that are received when
t hey perceive that radiation m ght exceed a certain | evel
during a procedure.

That has really raised the consci ousness of a | ot
of peopl e throughout the country, too. | get calls all the
time from people all over the nation wanting to know nore
i nformation about, (a) how do | neasure dose, and, (b) could
you provide sone of the educational materials to nme on this.
And then |I've gotten letters from people telling ne how great

it is they have this educational material and the effect it's
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havi ng on physi ci ans.

So, it's hard to nmeasure how effect you can have
through certain actions. But this is an action whether it was
t he FDA does not go in with inspection people and enforcenent
people and try to make crimnals out of the events that
occurred, but rather take a nore positive aspect. Mke it
available to practitioners. Bring it to their attention and
call for a need for change, a need to inprove.

Two different situations, | think both of which
are having consequences. But they're handled in entirely
di fferent manners. Now, the one with the interventional work
Is not neeting with great resistance. |It's not nmeeting with
great resistance.

CHAI RVAN SI EGEL: Jeff.

DR. W LLIAMSON: Yes. WMaybe our chairman wil
rule it inappropriate, but I1'd like to revisit the issue of
uniformty aside fromthe question of whether the QM rul e has
any effectiveness in pronoting quality. And that is the basic
question. Wiy is radiation oncol ogy and nucl ear nedici ne
ionizing radiation treatment any different than any other
medi cal subspecialty that does potentially |ethal procedures
on patients for a defined benefit? Wy should the federal
government be making rules relating to m sadm nistration and
quality of treatnment for radiation nmedicine when they, say,

don't for chenotherapy m sadm nistration? What is wong with
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the current systemthat this particul ar sub-sub-area, since
you're only addressing 10 percent of radiation nmedicine, why
is it called for for special attention?

| think reporting m sadm nistrations is one
thing. | think one of the nore punitive aspects of the
m sadm ni stration enforcenent is the requirenent that of
notification to the patient and/or relatives regardl ess of the
medi cal inplications of the event. That's surely an intrusion
in nmedical practice that's played out in one case in our
institution. It just consunmed huge anmounts of staff tinme on
our part and |I'm sure on your Region 3's part, too.

So, why is use of reactor byproducts called out
for this special intention? What rational basis is there for
this QM rul e?

CHAI RMAN SI EGEL: There you go.

MR. CAMPER: Put that spotlight closer.

Well, | understand where you're comng from
Again, let me -- what you have is a situation where the
Nucl ear Regul atory Conm ssion has devel oped a posture and a
culture for regul atory approach. While the agency has its
critics, it also has those who praise how it's gone about
conducting its business. And by and large, | think we're
of ten conplinented on keeping the genie in the bottle by and
large, if you will.

Now, when you get to the nedical end of it, you



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

88

ask yourself, well, should you be applying the same kinds of
vi gor and approach as you're using to keep the genie in the
bottle at |arge. Because obviously the levels of risk are
quite different.

Now, in the case of the quality managenent rul e,
the then sitting conmm ssion had before it several options. It
coul d have gone for a prescriptive rule which, if you go back
in history of this particular rule, back to 1986 or so, you'l
find that we originally were headed down a pat hway of a very
narrow and prescriptive rule. 1987, the advisory commttee on
t he nedi cal use of isotopes said that if you nmust do this,
then it should be a performance base rule, if you' re going to
do it at all. And so then we enbarked upon an attenpt to try
to put in place a performance base rul e.

Now, performance base rules in and of thensel ves
are an interesting concept. Just what does it mean and to
whom does it nean it, and how do you inplenment once you have
it? But, the Conmm ssion had before it several options. |
mean, it could have, getting back to I think the point that
has bene made either by Dennis or Lou. | nmean, it could have
gone the information route. It could have sinply said let us
put out an information notice, draw nore attention. O, |et
us put out sonme type of generic conmunication such as a
bull etin and request certain things. O, let us issue a

policy statenent of sone type. O, let us nove toward a wait
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and see node, and wait until we get nore data, see how things

are really going.

But the Conmm ssion opted to pursue rul emaking.

And, as we all know, once you go t

he rul emaki ng route, you are

entered into standardi zation by regulation. And again, |

think it is fair to say that we have always taken a fairly

strong approach to regul ati on and

subsequent inspection and

enforcenent. | mean, what this agency puts on the books, it

will inspect and it will enforce.
agenci es who take a bit nore of a

their inspection enforcement progr

Unl i ke some ot her federa
| ai sser faire approach to

am

So, for whatever reason, it's easy to | ook back

now and criticize, but the decision was made to go toward

rul emaki ng. And as | said earlier

, then you get into the

devil's in the detail. Wile | think that we try to put in

pl ace a performance base rule with the objectives, the five

obj ectives, | think as we continue to inplenent that rule and

try to insure that we were getting conmtnments fromlicensees

-- | mean, I'moften asked the question, for exanple, if it

was performance based, why did you have licensees subnmt the

progran? And the reason for that
mean, we thought about it a |ot.
there was two reasons, really.

One i s because we have

having |icensees bring to us their

was, we thought about it. |

And in the final analysis,

operated in the posture

program and then we work
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with them if you will, or we say bring us another rock until
it has the right shade of color and the right lustre, and we
feel confortable the programthat is in place is going to be a
reasonabl e and safe program

We al so asked ourselves, look, if you're going to
go to all the trouble of having |licensees devel op these
prograns, don't you owe the |icense community the obligation
of | ooking at those progranms, of review ng those prograns.
Because, if you think it's inportant enough to inpose it upon
them it ought to be inportant enough to reviewit. So, then
you get into, okay, so we decided to review them Well, once
we started reviewng them |[|'ve already espoused sone of the
probl ens that cane along as we did that.

So, | offer that as sonmewhat of an expl anati on.
| hope it tells how we got where we are, at |least to sone
degr ee.

DR. W LLIAMSON: | guess | wasn't asking for an
expl anation. | mean, |'ve been part of some of the history of
it, too. But what's wong with the quality managenent rule is
it's an anonmaly. That's what mnmy basic point was.

MR. CAMPER: | under st and.

DR. WLLIAMSON: It doesn't seemthat there's a
fundamental deficiency in nedical practice associated with
react or byproduct materials or maybe it's not clear to ne

there isn't any area of medical practice with such an enornous
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error rate that it calls for global federal regulation of how
treatment is delivered in the various nedical subspecialties
to patients.

And one has been singled out, not even a whol e
one but 10 percent of one. You can -- It's one of the
fundanmental contradictions in the approach.

CHAI RMAN SI EGEL: Do you have a comment? You
| ooked |i ke you were --

MS. BROWN. | had a thought but I --

CHAl RMAN SIEGEL: Going to let it slide for a

monment .

MS. BROAN: | will.

CHAI RMAN SIEGEL: Well, in ternms of conceptual
problems with the QMrule, | think we've expressed a few

t hought s about that.

Ther esa?
M5. WALKUP: | want to interject sonething on
sonewhat a nore sinple level. But those of us that work with

pati ents each day know that especially those that are dealing
with cancer have faced death at some point in their treatnent
and what this QMrule and the way that it -- when a problem
does occur and with the crim nal aspects, and the way the
medi a gets a frenzy over all this, we have to deal with those
patients that conme in the next day with a bigger problem And

| think we need to realize it howit effects the patients and
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the public as a whole on how we handl e these issues.

| don't know if I'mgetting nmy point across. But
It does affect themand |I think sonetinmes in a negative way.
| just wish there was a nore kinder, gentle way to handl e
t hese probl ens.

MR. CAMPER: | think one of the things that |
find disturbing as I listen to sonme of the comments that are
bei ng made and |'ve heard the termcrimnal used a couple of
times now. You know, we really don't inpose crimna
sanctions as a result of the quality managenent rule. |'m
unawar e of any crim nal sanction that we've inposed.

| think what happens, though, unfortunately, is
that |icensees, because of the inspection/enforcenent process
and the fact that some | evels are inposed, they feel as if
they're being treated as crimnals. | nmean, as a regul ator,
we're not treating themas crimnals literally by definition.
But the certainly feel that way. And that's sonmewhat
di sconcerting as a regulator to hear that.

And it certainly wasn't the intent, |I'm sure, of
that particular rule. And it certainly isn't the intent of
the inspection and reporting process. But the fact that
people feel that way for what are arguably m nor nistakes,
just the same, is disconcerting, whether or not that was the
intent or the reality, in fact.

CHAI RMAN SI EGEL: Marjorie just rem nded nme the
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sane thing that Larry said, which is that an NRC vi ol ati on,
for the nost part, is not a felony. And so, the term
crimnalization is perhaps an incorrect term However,
standing on nmy First Amendment rights, | would point out that
it feels like crimnalization nmuch of the tine. And that
really is the point I was trying to get across. Not that the
NRC is treating the people who do this as felons, but rather
that it does sonetinmes feel that way.

So, the conceptual problens with the rule, I
think as this commttee has said many tinmes, and this
commttee is in fact on a record at a neeting at the Sheraton
Reston, | recall, of saying you ought to trash this baby
before you put it out on the street with a coupl e of
abstentions and one not contest or sonething like that.

The conceptual problem was the rule took very
good principles and converted theminto a very awkward
structure that was nuch nore conplicated than it needed to be
and then people who tried their best to institute the
principles found thensel ves getting stuck becaUse they had
written sonething in a strange way in their own plan and then
they found they were being held to details that they hadn't
expected that they were going to be held to. |In part, because
they didn't understand what they were putting down on paper
and they created an awkward scenari o.

|'ve recounted the fact that we initially felt
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li ke really good guys and we extended the rule -- the plan to
i nclude those things that it didn't have to include |ike al
di agnosti c adm ni strati ons and non byproduct material. And
then we realized that we were conmtting ourselves in a way,
in effect contractually, to sonething beyond what the NRC
required. And so, in a rather silly way, | went back and
revised the plan and weakened it to make it a non-NRC
i nspect abl e plan even though what | end up doing in ny
practice is essentially the same thing. | just had to divide
it into two docunents, the NRC inspectable docunent and the
non- NRC i nspect abl e docunent. And Jeff does the sane thing in
radi ati on oncology. And in a way, that's kind of silly.

If, as I've said in the past, if the NRC had just
said certain kinds of activities require the direct
i nvol venent of the authorized user, that that in a way woul d
have net the objectives of the quality nmanagenent program at
| east for nuclear nmedicine, and | think largely for radiation
oncol ogy, it would have solved the problem of people comng in
and getting doses of 1,3 for whole body scans when in fact it
was a bone scan was order by sinply requiring that if you give
5 mllicuries of 1,3, an authorized user has to be the one who
makes that order. That would have been a relatively sinply
prescriptive thing which I know an ACMJUI and a forner life
argued against, but that relatively sinple thing would have

addressed an obvi ous cause of several past problens that the
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NRC, based on its national perspective of |ooking at incom ng
data said, we've seen 25 events and this is clearly the route
cause of those 25 events. Here's a relatively sinple
sol uti on.

So, one sinple approach would be to -- not a
si npl e approach. One approach would be to convert the
exi sting quality managenment rule to its mnimlist
prescriptive conponents, those that were there at the starting
gate. And to in a way, perhaps, expand your data collection
activities so that you get a broader group of data to allow
you to have a national perspective. But then relax what you
do with the data until you're convinced that there's a problem
that really needs national solutions, again so that we don't
have the government by yo yo approach that | alluded to
bef ore.

One | ndi ana, Pennsylvania event doesn't nean t hat
we need a rulemaking. It sinply -- and that was a case where
a standard of practice wasn't being foll owed i ndependent of
NRC rul es that were or were not in place.

MR. SWANSON: And if | can enphasi ze?

CHAI RMAN SI EGEL: Pl ease.

MR. SWANSON: Critically take a ook at if you're
goi ng to expand your data collection of doing it through an
i ndependent agency such as the USP where the program s al ready

in place, which then takes you directly out of the |oop. But
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you can certainly still have the outcone of that data as far
as taking a | ook at the types of problens, the causes of
probl ems, et cetera. Which then takes you out of a direct
policeman, direct involvement with it. And as | said, the
program s already in place.

DR. STITT: And along that same |ine, the AACM
and the Anmerican Col | ege of Radiol ogy, have standards,
prof essi onal standards, that are very useful along that |ine.

CHAI RMAN SI EGEL: Jeff?

DR. WLLIAMSON: Yes, | would also say it would
greatly help data collection if it could be dissociated from
the concept of harmto the patient and the need to report it
to the patient, and so on. |If you had sort of a clear
definition of on technical grounds what sorts of events device
failures, conputational failures, that you were interested in,
t hose could be reported and perhaps have sone ot her category
for patient, those events that have a potential for patient
injury.

CHAI RVAN SI EGEL: Yes. The other -- A conceptual
problemwith the rule that we've tal ked about numerous tines
IS the patient notification issue. And this advisory
commttee repetitively has said that patient notification, as
currently constructed, is wong headed. There's been sone
m nority opinion occasionally on that.

But that | think the National Acadeny of Sciences
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actually nmade a relatively straight forward recommendation in
that regard, that the NRC sinply be told whether or not the
patient was notified and be told the reasons when the patient
was not notified. But not requiring that the only

circunst ance under which a patient not be notified is where
doi ng so would cause harm and then forcing the case where you
have to prove that harmwould in fact be caused. Wich really
beconmes a terrible, terrible judgnent call. And we've
recently visited some events in this conmttee where that al
has come to light. And I'mstill very confused by that whole
requirement.

So, that certainly would be one approach that
woul d soften the quality of managenment programs, soften the
rule, get it back to its nore prescriptive elenents that,
based on the kinds of errors that were seen in the past. |
woul d argue for, also, a substantial reduction in the audit
functions associated with the rule. It's -- You all are in a
better position to know what you're learning as a result of
I nspecting prograns and what they're finding in audits. |
certainly, in our nuclear nedicine program we |ook at all
adm ni strati ons, have found no errors.

Except, we've occasionally found some little
paper work problens. W' ve occasionally found one check box
on a formthat wasn't filled out. And everything went

according to Hoyle in ternms of the actual adm nistration, but
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a formwasn't filled out. Now, we say, now what do we have to
do exactly to -- what kind of record do we have to create to
make it clear to the NRC i nspector that we recognized that
this box wasn't checked but there really wasn't a probl em and
we discussed it at a commttee neeting. And in a way, that
all seens |ike a kind of nuch ado about not hi ng when you have
a programthat didn't have any probl ens.

And having watched the much nore conplicated
audits that Jeff has conducted for brachytherapy and until we
trashed our Cobalt 60 machine, for teletherapy, | think the
problemis nmagnified by a factor of 10 with regard to
radi ati on therapy because the nunber of placed in the nmedical
record where the check mark m ght not have been nmade is so
much greater in an in process, mnulti-conponent brachytherapy.
And even though, in the case of radiation oncol ogy, the
results may be in the chart but they sonehow didn't get
transferred to the NRC form-- not the NRC form but the form
t hat was constructed as the inspectabl e docunment for the NRC

So, | think the audit function should be rel axed.
" mnot prepared to say exactly to what |evel of detail it
shoul d be rel axed.

Ot her coments on this general thene?

Lou?

MR. WAGNER:  Well, | think we haven't addressed

one of the issues, the |last sentence of item 8. The NRC wer e
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to follow this recomendati on which | think now they' ve heard
pretty much a consensus from what's been spoken. | don't know
If there's any dissenters or not. What follow up actions
shoul d NRC conduct in the event of a m sadm nistration
resulting in serious injury or death? And |I'm not sure how--
' m personally not sure howto start to address that answer
because |'ve not seen what the NRC now does in response to
that. | nean, clearly, | think that the events, if it results
in areally serious injury or death, there should be sone

I nvestigation. But to what |evel, by whom and to what

extent, I'mstill fuzzy.
DR. FLYNN: | disagree with that. [1'Il give you
an exanple with -- since you brought up Indiana, Pennsyl vani a.

VWhen it was determ ned that there could be a
generic problemw th an HDR pi ece of equi pment, one of the
responses was that all the users of HDR equi pnent shoul d have,
l et's say, an authorized user should be physically present.
There shoul d be an i ndependent survey of the patient. There
shoul d be an energency equi pnment standing by. And there were
several incidents that occurred after that, including outside
t he state of Pennsylvania, including one in M ssissippi where
if the authorized user wasn't there, there could have been
anot her serious conplication or death.

So, | think -- I"'mtrying to understand what
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woul d happen if there wasn't a, let's say, a national party
i ke the NRC or someone else in existence at the tinme of
I ndi ana, Pennsylvania? Well, | assune that the state of
Pennsyl vani a woul d have i nspected. They woul d have kept
something within the state of Pennsyl vani a.

But what woul d have happened in M ssi ssippi?

What woul d have happened in other places where you only had
300 users but you had a federal authority that could then send
out a two or three page information bulletin, not requiring a
lot. Just requiring an -- that this could be a problem A
source could break off. And a few sinple steps which didn't
cost anybody anything to do to nonitor that from happening
agai n.

So that was a response to a serious injury. And
I think it was effective.

MR. WAGNER: But Dan, | don't know what | said
that you disagreed with. You said you disagreed with
sonething. What was it | said that you disagreed with?

DR. FLYNN: Well, | thought you were saying that
you couldn't think of any instance where the NRC had fol |l owed
up on a serious --

MR. WAGNER:. ©Ch no, I'msorry. If --

DR. FLYNN: -- adm nistration or death whereby
they were able to prevent, let's say, the occurrence of --

MR. WAGNER: No, | didn't say that. | didn't
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mean to say that if that came across. That was not ny intent.
My intent was to get us to address the issue and to figure out
what should be done and by whom To what extent should be an
i nvestigation into this and what should be the actions. That
was just a question. Like |I said, | was fuzzy as to what we
should do. | really didn't know

And | think the past history there can teach us a
| ot as to what those recommendati ons shoul d be.

MR. CAMPER: Let ne try to clarify sonething from
a process standpoint. It's interesting as | read the question
whi ch, of course, flows fromthe recommendation, and it's this
i dea of discontinuing the inspection and enforcenment of 35.32
and 35.33. By enforcenment, as witten, | assune that means
don't require it.

Now, what happens is the following. W have
m sadni ni stration events defined in 35.2. W have reporting
requirements in 35.33 which capture m sadm nistrations. And
there's certain time lines for notification to the agency and
so forth. Well, when these events occur, we then have a
process for dealing with them W have a managenent
directive, a .10, which deals with nedical event analysis.

And in the case of m sadm nistrations, and
dependi ng upon the severity of m sadm nistration, we then
follow the procedure set forth in the that managenent

directive. And in sonme cases, depending upon the severity of
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the event or events, it can also trigger another process that
we have which | eads us to the Al Ts, the augnented inspection
teanms, or the IITs, the incident investigation teans. So,
it's not clear to ne, unless you don't have reporting of

m sadmi nistrations in 35.33, why we wouldn't continue to
conduct the sanme types of reactions to m sadm nistration
events, particularly nore significant and severe ones, as we
currently do.

But, now, obviously if you |ost the reporting
requi rement, we would not have an awareness and therefore
could not in turn react to it follow ng the guidelines that I
was touchi ng upon.

CHAI RMAN SI EGEL: Jeff?

MR. SWANSON:  Well, | guess one way to answer the
gquestion is, what should the federal governnent do if a
surgeon operates on the wong patient, what should the federal
government do if five tines the dose of prescribed
chenmot herapy is given a patient? Now we cone back to the
fundamental issue, | guess, of just what is the role of the
federal governnent, or state government for that matter, |
guess, in regulating this particular aspect of nmedical
practi ce.

CHAI RMAN SI EGEL: So we need to know who are the
Jeffersoni ans and who are the Ham | tonians around this table

totry to figure out which direction we wi sh to go.
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No, | nmean, your point is well taken, Jeff. And
that's the point that we've made repetitively. 1In a way, even
t hough I don't want it, the nost logical thing to do is to
have the medi cal regulatory comm ssion for all of nedicine
that has a set of rules that say this is the way that surgery
has to be practiced and these are the expectations. And this
Is the way drugs have to be adm nistered. And when there's an
event, you go out and investigate it, and you di ssenm nate
i nformati on when you find generic problens.

But that's not the way the United States has
evolved its health care system rightly or wongly. Shoul d--
I's there anything special about ionizing radiation that
warrants this |evel of regulation. And nmy answer has been no.
But on the other hand, | think the NRC, or whatever agency
t akes over that function, can serve a very useful purpose as a
nati onal clearinghouse of data. | think having an independent
group of individuals come in and | ook at a serious event and
try to eval uate what happened can in fact result in inportant
I nformati on being generated, |essons that can be | earned.

And then the question is, is what you do with the
| essons, is do you create a bunch of new rules or do you put
out an information notice, or an alert nmuch as the FDA woul d
often do when they see an event like this and don't frequently
go to a set of new regulations. 1It's only when sonething

really gets nmuch nore serious that new regul ati ons devol ve.
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And that, | personally would not argue for you | osing your
i nformation gathering capability so long as you remain in the
m ddl e of this process.

|"ve argued all along that if we could dissociate
the information gathering fromall the rest of the horrendous
stuff that happens when you report a m sadm nistration, that
we woul d be served nuch better by the overall quality of the
information that cones in. BecaUSe, in a way, the |awers
woul d be out of the loop. It would just be professional
heal th physicists talking to medical professionals and health
physi ci sts about what went wong wi thout the |ayer of |awyers
in between trying to make sure that people's liability is not
bei ng j eopardi zed by the discussion.

MR. CAMPER: Well, you make a good point in this.
| think it goes beyond just the question of whether you're a
Ham | t onian or a Jeffersonian, as you're pointing out. It
really has to do with ionizing radiation. Because arguably, |
mean, | think I can make a convincing argunment that the states
al so, not just the Feds, but the states also apply standard to
ionizing radiation in nedicine that they don't apply to other
aspects of nedicine. And that surveys and reporting
requi renments, and so forth, are in place that you don't see
wi t h anest hesi ol ogy or chenot herapy, or other nodalities that
have just as nuch potential, if not nore, for harm

CHAlI RMAN S| EGEL: But to what extent did the NRC
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contribute to that? | nean, these two processes were feeding
on each other.

MR. CAMPER: Right.

CHAI RMAN SI EGEL: And al t hough the states my
have got in first in the early '20s with sonme m ni mali st
regul ations, certainly the existence of the Atom c Energy
Comm ssi on and then subsequently agreenent state prograns that
requi red adequacy and conpatibility had a lot to do with the
shape of the state process.

MR. CAMPER: | agree, that is a factor. O
course, other factors, public perception. Public expectation,
be it valid or not, there is a certain expectation which has
been generated in the public about the denon ionizing
radiation. And as a result of that, there has been a set of

expect ati ons whi ch have evol ved over tine.

DR. W LLIAMSON: Well, | don't want to put myself
in the Jeffersonian or Ham | tonian box. | brought it up
because | honestly think this is the thought that's -- the

prem se that's behind the commttee that wote this report. |
nmean, they're really saying, |look at this way. Look at it
rationally. Wiy is this being singled out? That's ny read of
their basic frame of m nd.

| guess the regarding inspection of things
i ncidents, | would have to agree, really, with Barry. | think

it would be -- it's useful whenever there's a serious incident
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of sort of generic inportance that involves |ots of different
sim | ar devices or practices across the country fromsort of a
practical point of view It's a real service to the comunity
to have sonebody go there, independently investigate it, and
di ssem nate the information regarding this incident to all
users regardl ess of sort of what bureaucratic jurisdiction
they fall under vis a vis radiation protection,

The final coment is ny coments are directed to
t he nedi cal use, nedical practice restrictions. |'m not
really directing ny comments towards basic occupational --
public and occupational health and safety standards, transport
of radioactive material, and so on.

CHAI RMAN SI EGEL: A nonment's silence. Wow.

Have we covered question 8, nore or |ess?

MR. CAMPER: Well, there is one. \What would be
the rationale to discontinue w thout revocation of the rule
and what is the urgency? What is the necessity for imedi ate
action as opposed to adjusting the QMrule, if you wll,

t hrough a normal rul emaki ng process that m ght al so adj ust
Part 35 at |arge? The acadeny recomends that we do this
I mredi ately.

CHAI RMAN SI EGEL: Di scontinuing inspection and
enf orcenent so long as the rule is in place seens unlikely to
me.

MR. CAMPER: Well, it raises a nunber of
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Interesting and difficult questions.

CHAI RMAN SI EGEL: On the other hand, changing
what you do with the information is sonething you can decide
to do internally without a |ot of mmjor procedural change. |
mean, you could continue to inspect as a way of gathering data
because inspection is one way you gather a fair amount of your
data. But, with the focus of trying to use the information
primarily for inproving your database and creating better
i nformation di ssem nati on about what problens you're finding
in the world at | arge.

MR. CAMPER: Well, certainly we can -- you are
correct that we can adjust inspection procedures. W can
adj ust enforcenment activities. |In the case of this rule, nost
li kely, we would want to have any such adjustnment go by the
Commi ssion in receiving -- and receive its approval. Due to
the nature of this particular rule, the controversy associ at ed
with this rule, a previous override of OMB by the Comm ssion
and it relates to this rule, to get the buy in or the
endor senent of the Conmm ssion as opposed to a staff or
managenent adj ustnent in inspection procedures.

But again, the specific question of what is the
i mmedi acy? What is the rationale for the i mediacy in doing
that as opposed to -- | nean, clearly the Comm ssion could
choose to do it as a show of good faith, if you will, to the

community and to the National Acadeny. And say, we've heard
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this specific conplaint. W have three or four years of data
now and we've anal yzed that data. And we believe based upon

t hat analysis and findings, so forth and so on, the nunber of
m sadni nistrations really hasn't changed a lot. There's sone
events going on now that may change that number. But at | east
thus far the nunber of m sadm nistrations haven't changed a
lot. Roughly it's about what it was, give or take a few cases
as pre-rule.

But that aside, what other rationale could there
be for imrediately pursuing as opposed to pursuing an
adjustnment to the rule or a review and critical assessnment of
the rule through a typical public process associated with
rul emaki ng? Particularly if we were doing facilitated
wor kshops and that type of thing.

So, are there any thoughts as to why the
i mmedi acy of it?

CHAI RVMAN SIEGEL: It's hard for ne to get into
t he head of the National Academnmy of Sciences panel, but ny
guess is that their thinking was that since this has been a
focus of so nmuch of the problem that addressing this problem
first is one way to denonstrate that there is in fact sone
action occurring.

They make the argunment, and we al so make the
argunent, that this rule probably hasn't had nuch real i npact.

And that it's created a lot of work at a | ot cost and probably



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

109

hasn't really changed the nunerator drastically. And so, that
if one subscribes to the fact that this is a rule that really
wasn't necessary in the first place, that this was a rule that
probably hasn't acconplished anything substantive in terns of
its ultimtely objective, mainly reducing the nunber of

m sadm nistrations in the second pl ace.

If you further argue that the ACMJ recomended
that this rule not be put in place. And if you al so argue
that the OMB said the rule was not consistent with the paper
wor k production act, then you could nmake an argunent that
i medi ate either withdrawal of this rule or imediate
relaxation of its inplenmentation and enforcenent would be an
appropriate thing to do as a first focus of sonething that
obviously has riled up the medical community. And I know
we' ve been tal ki ng about this for six years now, or ten years,
or 14 years, or whatever it is. But certainly we've been
tal ki ng about it at this table or its equivalent for six
years. And so, that would be the only argunent, | think, for
doing it inediately.

W Il much change in the country? WII| there be
I nst ant aneous financial savings? There will be sone savings
in audits. W've all have done all this work about creating
t hese cockamam e plans. And so that's there. You can't take
back the effort we've put into those.

That would be nmy principal argunent for making it
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I mredi at e.

Ot her comments, fol ks?

DR. STITT: 1've got a coment. Just when you
read and see over and over again the report coments that make
the statenent, equal treatnment of all ionizing radiation would
be a sensible national policy, and then they reiterate that in
sone different ways. Consequently, unequal treatnment of
di fferent sources of ionizing radiation in nmedicine can be
construed as illogical if not counterproductive. And it cones
down the QM rule in that those particul ar types of isotopes
are being treated unequally and | think some i nmedi acy woul d
be a show of good faith certainly is one of the stunbling
bl ocks in the practice of medicine.

And if you want to look at it froma little
di fferent perspective, the point that Judith is here to nmake
sure we don't forget, the individual who thinks that they are
bei ng protected or they are being kept safe in sonme fashion
while that's not necessarily the case. As an individual in
the comunity, we have a set of rules that relate to certain
types of isotopes and not to others.

And so | think that the policies really relate in
a very inconplete fashion and inconsistent fashion. So that
the public should not think that things are being rel axed. And
in fact, it's a very inconsistent approach to start with. And

the way it came fromis, as for Jeffrey's question, nothing
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that the NRC nmade up. It was established many, nany years
ago. It's based in history.

MR. CAMPER: Interestingly enough, your comment,
Barry, that we've already devel oped the programs, and so forth
and so on, and therefore the cost of that and the burden of
that has past. Interestingly enough, we recently had to do
the renewal of the information collection requirenents
associated with the QM rule for OMB. And the mainstay of the
cost of the rule over the next three years has to do with

I npl ementation of the rule by the agreenent states.

As Bob pointed out, Colorado has -- | forget the
exact words he used -- but Colorado hasn't chosen to inplenment
the rule. It turns out about 16 or so of the agreenment states

have. 12, 13, have not or are in various stages thereof. But
when we originally projected the cost for the rule, the
assunpti on was because of the three year inplenentation by the
states because of the conpatibly requirenent, in other words,
t hey should have inplemented it by 1995, turns out a | arge
percentage of them had not. |If one |ooks at the cost of the
rule in the next three years, you find that the nmpjority of
that cost is inposed upon agreenent state |icensees and
agreenment state regulators to review said programns.

And ny point is that in terns of the imedi acy
argunent, if one assunes that the points that have been nmade

are valid and so forth, then in addition to that, you could
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appreci ate a substantial cost savings.

CHAI RMAN SI EGEL: Go ahead, Denni s.

MR. SWANSON: | was just going to say. | think
you have a trenmendous opportunity here to tie your analysis of
the cost with the requirement that the agreenent states have
to adopt this with your review of the effectiveness of the
programto cone up with a decision that it's not as cost
effective a program And maybe that's the basis of your
decision to stop enforcenent of it immediately.

CHAI RMAN SI EGEL: In terns of fairness, one, as
an NRC |icensee who is at risk of being fined for violations
related to a quality managenent rule, it seens a little unfair
that nearly half of the agreenment states are no | onger
conpati ble and are allowed to continued in that fashion. That
woul d be anot her argunment for -- You' re not applying this
uniformy despite your intent and it would be anot her argunent
for just dropping the baby.

MR. CAMPER: Yes, we westle with that very issue
here recently. Following a neeting of agreenent state
managers | ast year, we westled with this issue of what to do
given that the conpatibility due date was upon up. Utimately
a deci sion was made by the Conm ssion to extend a deferral of
conpatibility during the review of agreenent state prograns if
t hey had i nplenented the QM rul e.

And really, the rationale for that was is that we
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knew that the entire -- the NAS report was forthcom ng. A
review of the program was forthcom ng. And therefore, why
bring this burden to bear where in a year's tinme, which is
what we deferred that for, you nmay know nore than you know
NOW.

But, while that's the good side, the down side of
it is, you're right. There is an unfairness there that exists
today for NRC |icensees who have in fact had to deal with the
program

DR. FLYNN: Have you ever taken an agreenment
state and wit hdrawn that agreenent? | --

MR. CAMPER: Not that |'m aware of that we've

ever withdrawn. We've had an agreenent returned to us but |'m
unawar e of us ever w thdrawi ng an agreenent. Maybe sone of
the others -- Any attorneys --

Marjorie, do you have an awareness that we've
ever w thdrawn an agreenent? | don't think we ever have.

DR. FLYNN: Because that's another exanpl e of
non-uni formty, as Barry was saying. How many nore years
woul d you go on in states, let's say |ike Massachusetts,
whereby we're required to do all these things while you all ow
ot her states to go on year, after year, after year, where the
aut horized users don't have to conply with the requirenments?

MR. CAMPER: Well, we have two standards that we

i npose upon the states. One is adequacy of prograns and the
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other is conmpatibility of progranms. W have a nuch nore
aggressi ve approach to inadequate prograns. And an

i ntol erance thereof. Regards to conpatibility, it's variable.
| mean, sone states remain in the status of not being

conpati ble for a nunber of years, for legitimte reason.
Because, as Bob pointed out, the nechanisnms they use to put in
pl ace their regulations are often | engthy and cunbersone.

But with regards to this particular issue, we
extended the deferral of the conpatibility finding upon the
I mpl ementation or the |lack thereof for only one year. And
t hat was because, again, we were |ooking at this issue in a
much | arger perspective.

But once that one year passes, we have to revisit
what we're going to do about that. And a |ot of that wll
depend upon what the Conm ssion has decided to do about the
medi cal programin toto by that point in tine.

CHAl RMAN SI EGEL: Right. Should we nove on to
question 9 in the little bit of tinme before Iunch? How can we
achi eve inproved data col |l ection on actual incidents and rates
of adverse incidents and m sadm nistrations. | think we've,
in a way, |argely addressed that, or partially addressed that,
by suggesting that your legitimte need to gather information,
or the legitimate need to gather information about events
relating to ionizing radiation uniformy, which would be the

i deal, still stands because a national clearinghouse for the
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data to | ook for national trends that m ght -- that any
i ndi vi dual practitioner will never be able to figure out, and
that even individual states may not be able to figure out, is
a | audabl e activity for a federal agency.

Now, the trick, though, of course, is the
di ssoci ation of the gathering of the data fromturning it into
a very unpl easant experience fromthe people who are willing
to give you the data. And in a way, you could argue that you
m ght want to go back to sonmething like |owering the reporting
t hreshol ds, having the reports conme in quarterly instead of
within 24 hour telephone notification to the operation center.
It's not good enough to call the region. And then working
wi th the data.

| mean, certainly earlier reporting of events
t hat cause serious injury or death would be logical. But for
the events that cause no harm what you should be interested
inis did those events occur because the machine X isn't
wor ki ng properly and there was one | ast week and now, oops,
there's now nine others. And sonething s obviously changed
and you're in touched with the conpany that makes machi ne X
and you find indeed there's a software problem and the next
thing you now, there's an information notice out to the world
at | arge.

Gathering this data in a | ess judgnental way, |

t hi nk, would serve you well. Whether quarterly reporting of
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di agnostic adm nistrations in the past was useful is arguable
because maybe the threshold was set too | ow and maybe the kind
of events you really needed to gather was not properly
captured by the rule. But | think you and we hel ped you think
about what is it you really want to know about, what will help
you detect generic problens, then making the reporting

requi rement be broader but |ess judgnental would be a good way
to get where you ought to be, | think.

Comment s?

MR. SWANSON: Can you nmake the reporting --
consi deration, can you neke the reporting so it's anonynous?
Or, they don't have to provide their name or they can provide
their name? | nean, that's kind of the way that the adverse
drug reaction reporting and the medication error reporting
prograns work, so that people don't feel that they're going to
conme back and be haunted on these issues. That's how they've
gotten around sonme of that. And it's just a thought to throw
out there.

MR. CAMPER: |s that voluntary reporting?

MR. SWANSON: It's a voluntary reporting program
Confidentiality is maintained if they do give their nane. O
t hey don't have to give their nane.

MR. CAMPER: One of the things that's always
troubl ed me about the data on m sadm nistrations and so forth,

and we see it now, we have a -- under our office of AEOD, we
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now have a database which is in place. And we have vol unt eer
reporting of m sadm nistrations by the agreenent states. And
|'"ve watched that, as you al ways have with any new process,
sort of a growth curve where the reporting of
m sadmi ni strations inproves over tinme, even though it's
voluntary, because peopl e understand what the requirenents are
and the value associated with the reporting, and so forth and
so on.

But having said all those positive things, |
still look at the total nunbers of m sadm nistrations
reporting and it appears to have voids in information. And
then the result, then, is that you never really know through a
vol untary program how many events are actually occurring. And
of course, another part which we've tal ked about in great
length fromtinme to tine, is we don't know what the
denom nator is, either. W have sone pretty good idea, |
t hi nk, because we know the trends and practice studies and so
forth. But voluntary reporting, it's not clear to nme that
that's an inmprovenent in data collection

You believe that the collection of the data has
merit?

MR. SWANSON: Yes, | think that there's going to
be problenms with any reporting systemthat you try to
establish. | would encourage that you think about a voluntary

reporting program And in that light, that you work very
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closely with the various professional organizations because |
t hink the professional groups, through their standards, can
help to make sure that that voluntary reporting does occur or
does occur with a higher frequency than perhaps it does now,
or perhaps you expect it does now. Let's put it that way.

But that would be an approach |I would recomend.

CHAI RMVAN SI EGEL.: Dan?

DR. BERMAN: Wth respect to m sadm nistrations,
it's -- | wasn't around at the tine when it was determ ned
that the level of m sadm nistrations should only be at the
hi gher | evel of diagnostic nistakes or therapeutic m stakes.
But when you | ook over the report of the Institute of
Medi ci ne, and they say that the rate of these
m sadnmi nistrations is infinitesimal, they' re ignoring a type
of msadm nistration that isn't reported. And it leads to a
little confusion that ultimately could reach the public.

In other words, | think it's nmuch nore frequent
than only 10 to the mnus 4 that a patient who was an
uni nt ended patients gets an anount of diagnostic radionuclide.

CHAI RMAN SIEGEL: | don't think the past database
bears that out. Wen mandatory reporting of diagnostic
m sadni ni strati ons was required before the QM related rule
changes, those things had to conme in quarterly and the 10 to
the mnus fourth frequency for diagnostic for

m sadni ni strati ons was where the nunmber was living. It was
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not wildly different fromthat, correct?

MR. CAMPER: That's generally correct, yes.

We al so have nore specific data. | can't
remenber the nunmbers now but we were saying patients who were
not intended to receive materials but who inadvertently did
receive, there was sonething -- there was an estimte of what,
a couple hundred of those a year, | think. Between 100 to 200
of those were estimated per year.

And of course, what has happened is the
Comm ssi on has nmade some changes now making it clear that even
in those cases, the criteria associated with diagnostic
m sadmi nistrations is the determ ning factor, or otherw se you
woul d have sone patients, so-called blue patients, at 100
mlliremand you woul d have pink patients at 5,000 mlIlirem
And that didn't seemto be a terribly orderly way to proceed.

So now they all are subject to the threshold for diagnostic

m sadm ni strations of 5,000 mllirem

DR. BERMAN: Just in my own experience, |'ve seen
that the human error rate, | believe, in msadm nistrations
with diagnostic agents is closer to -- is underestimated by

what is reported here. And I'mnot stating that this is a
maj or public health hazard but just | think in terns of the
record, that the frequency with which we have errors in m suse
of diagnostic amounts of radioactivity is sonewhat higher than

what has been alluded to in this report.
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CHAI RMAN SIEGEL: |'mnot sure -- Well, | think
the numbers in this report are based on therapeutic data and
the extrenme kinds of diagnostic. And those do occur at a
| ower frequency than the diagnostics. And | agree with you.

I nmean, there certainly are sonme nechani snms by which

di agnostic m sadm nistrations in the past m ght not have been
reported. And intended patient can beconme an intended patient
sinply by requesting that the referring physician create an
order for that study fairly quickly and then all of a sudden
it's not reported any nore.

But, that's all the past and nonetheless, | think
it is reasonably safe to say that the event rate in diagnostic
nucl ear medi ci ne has been a very | ow even rate. Nonethel ess,
there's sonme legitimte need to gather information about
trends in this area, and in fact, there's legitimate need in
all of nedicine. It seens not likely that we're going to get
a better nmechanismany tine soon for the rest of mechani sm

It would be nice to know about anaesthesia as it
woul d be nice to know how often the wong foot is anmputated or
the wong lung is resected and those kinds of things. W
don't have an easy way of getting at that. That really is
where the fundanental fix ought to occur if the country
believes that that's the kind of data we ought to have.

| f the NRC continues to want to do its bit, then,

under the Atom c Energy Act, then relaxing the reporting
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t hreshol ds, getting the reports |ess frequently, and

gat hering, as |'ve suggested, before sone denom nator data
with each quarterly report. How many di agnostic

m sadni nistrations did you have in the |ast quarter? Three.
Descri be them briefly. And how many di agnostic doses did you
adm ni ster during the quarter? You even got sone

i nst ant aneous denom nat or data as well there, assum ng the OVB

will allow you to collect those data. And | understand that
probl em

That seenms to ne a better way to fulfill a
|l egitimate national need without linking it to the odious

portions of the QMrule as it's currently conceived or
conceptual i zed by nmany of us.

Jeff?

DR. W LLIAMSON: Again, | don't knowif it's
appropriate but I think it would be probably worth know ng
what these event rates are in the other 90 percent of ionizing
radi ati on medicine, too. So it mght be appropriate for us to
endorse the concept being applied generally to LINAC based

radi ati on therapy as well teletherapy, for exanple.

CHAI RMAN SIEGEL: Well, i think that's part of a
general endorsenent that | suspect that we will all endorse,
that uniform-- a uniform approach to ionizing radiation makes

sense so that we can understand these overall even rates.

| mean, the NAS report is -- one could criticize
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it because they say, well, we really don't know whet her things
are better in NRC regul ated states than in agreenent states
because we don't have all the data about the agreenent states.
And we really don't know whether byproduct material is better
or worse than non-byproduct material because we don't have the
data. And | would only submt that that's the tiger argunent

that | alluded to earlier

| think there is reason that the -- and Judith,
you're going to viewthis as a trust ne, |I'ma doctor
statenment, and it is -- but there is reason that the NRC can

draw upon its advisory committee when we tell you that it is
our belief that things that occur with non-byproduct materi al
and things that occur with diagnostic radiology are not at
wi |l dly higher or wildly Iower rates than things that occur

w th byproduct nmaterial.

MR. SWANSON: | think it has a lot to do with the
spirit of the issue, too. |If somehow the NRC can convey to
the community that the purpose of this is to coll ect
information to help the community and the public, and it's
truly done that way, and that information is shared is back
again to the community, then | think you're going to get the
conmmuni ty's buy in.

MR. CAMPER: Well, the place in nedicine where
radi ation, | think, were nore events occur, if you will, is

repeat X-rays. That occurs a lot.
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Now, the consequence is not there. It's nothing.
But there are an awful |ot of repeat X-rays that don't get
reported. Now, it's gotten better as techni ques have been
st andardi zed, as we've gone nore towards automated systens,
and so forth. But there's still al to of repeats. But we
have no idea what they are.

CHAI RMAN SI EGEL: But the collective dose from
that --

MR. CAMPER: Oh, | understand.

CHAI RMAN SI EGEL: -- is substantially higher than
fromall the byproduct material m sadm nistrations put
t oget her.

MR. CAMPER: | understand.

MR. WAGNER: There's al so other regul atory neans
by which those things get controlled and that is they're
expensive. They cost a | ot and then people, the
adm ni strators, work very hard to get those repeat rates down.
We have little charts we post in the areas to try to get
conpetition anongst the technol ogists to get their repeat
rates down to show how they're doi ng agai nst anot her group
And it builds a little bit of internal conpetition to try to
keep those repeat rates down because they get expensive.

CHAI RMAN SIEGEL: It's a big push for digital
radi ography systens, too, so that rarely, if ever, have to

r et ake.
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The second part of question 9 was if NRC | acks
statutory or regulatory authority governing the nedical and
bi onedi cal research of byproduct material, why should NRC
continue to gather data on user errors, drugs, and bi ol ogi cal
products to share with FDA under its menorandum of
under st andi ng with FDA unl ess reinbursed by another federa
agency? | think that's sort of a self answering question.

If you weren't involved, you wouldn't be the ones
gathering the data, right? 1Isn't that really the answer?

On the other hand, as long as you're involved,
then there's reason for you to participate in the data gather
for the part that you're responsible for. And, again, this is
an issue of where Congress gets into this loop. This unless
rei nbursed by another federal agency is a good questions. |
mean, if Congress thinks some of this stuff is inportant
because it's good for the country to know about these things,
t hen Congress ought to figure out a good nechanismto get it
paid for as well. So we'll put the challenge to them

And at that point, are we ready for lunch, folks?

MR. CAMPER: So noved.

CHAI RMAN SI EGEL: See you back at, let's say,
1:10.

(Wher eupon, the Advisory Conmttee was recessed

at 12: 06 p.m to reconvene at 1:10 p.m this sanme day.)
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A-F-T-E-FR-N-OON P-ROGCEEDI-NGS
(1:15 p.m)
CHAI RVMAN SI EGEL: Can we go back on the record?
We're m ssing Bob and Judith, but they'll be here in a noment.
Oh, Bob's here. Great. There are a couple of folks who nade
requests to make sone big coments to the commttee regarding
sone things we've already tal ked about and sonme things we're
about to tal k about.
And | have decided that -- they both prom sed
they would be brief, so I"mgoing to give them about three
m nutes each and let themdo it. Three mnutes is effusive on
my part. Just so we stay on schedule. So either Mark
Sel i kson or Shawn Googi ns, whi chever of you wants to go first,
you nay.
VWhy don't you come up to the front podi um and
pl ease i ntroduce yourself for the record. Indicate your

affiliation so that we capture that all on the transcript.

MR. GOOGI NS: Thank you. 1'll use quite a bit
| ess than three mnutes. M nane is Shawn Googins. [|'ma
certified health physicist. | work at the National Institutes
of Health right here in Bethesda. 1|'ve also had the

opportunity as working as a regulator for the Environmental

Protection Agency, so |'ve seen things from both sides.

| just want to preface this with the fact that

t hese are ny personal opinions and do not necessarily
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represent those of ny enployer, the National Institutes of
Health. So far this norning, the commttee has concentrated
on the QM rules, at least the point | hear, and the effect on
medi ci ne.

But bi onedi cal research also affects nedicine
quite profoundly in the devel opment of new di agnostic and
treatment nodalities. And the Institute of Medicine report
makes the same recommendation that the NRC should w thdraw
fromthe regul ati on of bionedical research. The observations
made by the 1OM and this commttee this norning are the sane.

And I1'd like to share some of mnmy persona
observations. The NRC all too frequently focuses on process
and puni shnment. And after being a |licensee, | can tell you we
do as well feel like we're treated like crimnals, as many
medi cal people do. And also to reflect that there is also a
practice of health physics.

And overly prescriptive regulations in the form
of 10 CFR 10 and in Part 35, which carry with them nmany
necessary health physics procedures also divert noney and
resources away fromthe inportant things that we're trying to
do, that is treating cancer, diagnosing illness, and treating
ot her ill nesses.

And in this standard of practice reflecting about
before, going to a regulation into a zero tolerance such that

a licensee is penalized and in position of violations with
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regard to regul ati ons, but not necessarily the net effect on
safety or overall risk.

The response is disproportional to the actual
risk. And | have sone exanples of things like that. First
of all, recommendati ons that say should often become shall in
the eyes of an inspector and tend to focus on the actual
limts and exceeding limts rather than the actual -- and the
process of guilt rather than hel ping or assisting a licensee.

And it is -- in ny opinion, it's been a very
unpl easant experience. Sone of the issues and things to
reflect upon here is survey nethods such as in Part 35,
conducting a survey and requiring that a dedi cated check
source be sent with the instrunent and always with the
i nstrument and sent with the tinme of calibration.

This is a practice issue here. There are other
ways to assure the proper response of instrunentation. And
the fact that this is in a regulation, as a matter of fact,
di scourages use of perhaps the nost appropriate instrunment,
t hat being an ionization chanber.

Secondly, requiring contiguous surveys of areas
surroundi ng therapies of patients with either inplants or

adm ni st ered radi opharnmaceuti cals when practice and previous

nmoni toring can denonstrate for a given |evel of adm nistration

that the regulatory limts are not exceeded, but requiring a

licensee to do it every single tine causes an additi onal
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expense and sonmething with no net benefit.

One other issue is the itemof press releases for
the -- whenever a licensee has a violation. The NRC appears
to have a propensity to issue press releases on itenms which
are not of particular significance just for the fact that this
is their procedure and they issue a press release. And I'l|
have sonme comments about that later on relating to AIT that
was present at NI H.

But overall, to sumup, that | think the
parallels that you have drawn today, this nmorning, with the
effect on nmedicine has the net effect on bionedical research.
And the two are integrally connected and nmeshed together, such
that if you inpact bionedical research, you are al so inpacting
medi ci ne and the | evel of patient care and treatnment that wll
-- the nedical community will ultimtely be able to provide.

CHAI RMAN SI EGEL: Thank you. Any questions for
Shawn? Mar k?

MR. SELI KSON: Yes, ny nane is Mark Selikson.

CHAI RVAN SI EGEL: WAit until you get to the
m crophone, pl ease.

MR. SELI KSON: My nanme is Mark Selikson. |'m
Director of Radiation Safety at the University of
Pennsyl vania, and |1'll say the same disclaimer. |'mnot here
representing them Just as a professional who's been close to

this issue for over 20 years now, | guess, sonething |ike
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t hat .
| wanted to echo sonme of the things Shawn said

and just make a few comments that m ght add to your

di scussion. | notice it was heated this norning. But a
coupl e of comments. One, | think this anomal ous argunent --
and | know you made it over here a couple of times -- | think

that's an issue that says oh, well that bears investigation,
but I'"mnot sure that's a criticismin and of itself, just the
fact that sonmething is anonal ous.

Anot her thing is that we always talk about how
much time and effort that is associated with regulation. |
think that's inherent in the regulatory process. W like to
make things as efficient as we possibly can. But you will not
regul ate sonething cost free -- free in ternms of labor and in
terms of tine.

And | think when it cones to this quality
managenent, | think it's kind of a general consensus that
maybe this wasn't the best idea. It is really getting back to
when t he decision was made to regulate it. Larry pointed out
before that back in '92 the evidence was there or the nunbers
were there, that you were down in the noise region, 104

And that the Staff knew this at that tinme. So |
think the question should really be -- and you as a group --
or Barry, you were here, and many of you here -- had been

saying that at that tinme and maybe for a couple of years
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previously. So to me, the fundanental question is why did it
go forward? |If the Staff knew that it was inappropriate and
this commttee knew it was inappropriate, then why did this
whol e very rigorous program-- | nean, everybody knows how
much tinme and effort's gone in here.

And by the way, that's just one exanple of rules
and regs that are out there that may be | ess than effective.
And there should be sone review of that process, alnost |ike
an incident report. Maybe the NRC should ask -- be asked to
answer the question why did this m stake happen, what changes
are you going to nmake to make sure that it doesn't reoccur?

You know, the kinds of things they make us go

t hrough soneti nes when we nake a m stake. Maybe that's

sonet hi ng you should think about here as well. Anyway, | just
wanted to get those comments -- good luck to you on a conpl ex
questi on.

CHAl RMAN SI EGEL: Good, thank you. Al right,
while we're waiting for the folks fromIOMto cone, shall we
tackle --

MR. CAMPER: Tackle 117

CHAI RMAN SI EGEL: What's 11?

MR. CAMPER: | think it's the |ast one.

CHAI RMAN SI EGEL: | know it's the |ast one.

Well, the only trouble with tackling 11 is that 11 still

depends on whet her we think the recomended approach is really
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the right approach. And I'd sort of rather hold it, but I
don't feel strongly. | nean, | can be swayed. Looking at
three or four.

MR. CAMPER: Four.

CHAI RMAN SIEGEL: In a way, four is the next
| ogical one in the -- not nuch really changes what at | east
could the NRC do that would be nore |ogical, at |least in our
eyes, about Part 35. Great, we're hearing a | ot of coment
here. | guess we |love it!

Does anyone want to take a stab at that one?
General issues related to Part 35. | nean, what do we not

| i ke about Part 357

MEMBER W LLI AMSON:  Well, |I'm never at a loss for
words, so if no one else will speak -- as | -- this is
specifically -- this question focuses on protection of

occupati onal workers and nmenbers of the public. Part 35 has
nunerous small procedures, very explicit procedures, that are
required.

For example, there's a highly detailed
description of how -- if you're using brachytherapy sources,
how all the sources are to be counted in the safe before you
remove any and how they're all supposed to be counted at the
end when you return them and so on. And just as a sort of
general comment, | think it m ght be better if the regulation

were | ess prescriptive and merely announced, you know, the
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goals are you should be able to account for the sources at all
tinmes -- not |lose them not |ose control.

The regul ati on says devel op a process for doing
that. Instead of perhaps having very detail ed requirenents
that -- for exanple, when we receive |-131 oral solution in
our hot |ab, we of course have to assay the activity. W do
not open the vial or have really any chance of contam nation
at that tinme, but nonetheless, we're required, as | believe,
to do surveys of the work area before and after.

It would seem that perhaps the | evel of detail in
Part 35 is very highly prescriptive and it could be -- given
that the basic end points are listed as regulatory end points
you're supposed to achieve, you know, could be left to the
prof essi onal discretion of the, you know, health care workers
to make decisions at that |evel exactly what sort of process
is needed to inventory sources.

You know, if they're not |ost, you know, why
shoul d there be a concern? And if there arises an incident,
wel | then, you know, it would be -- could even -- mght be
i ncunbent then upon the user to develop an inproved program
| guess that's ny general coment about Part 35.

CHAl RMAN SI EGEL: We mi ght want to try to --
before you go, Lou, you mght want to try to approach this in
terms of big picture itenms. And if you look in your copy of

t he NAS report, you've got Part 20 and Part 35 there. So
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after Lou makes his general comment, then | -- maybe try to
wal k us through sonme big picture itens and see what el enents
of Part 35 we think are archaic and what el enments would exi st
no matter what went forward in the future.

Lou?

MEMBER WAGNER: | think it's inmportant for the
NRC to understand that there is a trenmendous disproportion in
regards to the need for certain regulations at various
institutions, especially in their enforcenment program |
mean, part of the problemis the following. |If you're a |arge
program and you're running a real good program you still have
this enforcenent policy that goes through in a very
scrutinizing way what's goi ng on.

And if you find small violations, you still issue
citations and violations for these things, which cause a | ot
of concern anongst people to answer and to appropriately
address. But you don't get any evaluation of the overal
program  Good program bad program di m nished efficiencies.

That is where | think a ot of the prescriptive
problemconmes in. |It's not that the phil osophy is wrong.
It's sinply that we've made these regul ations and we require
zero tolerance. And that zero tolerance level for a |arge
program versus a small programis disproportionate. Just the
exanple, | have a facility where we do 500 w pe tests a year

because we al ways get these packages of radionuclides in, and
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we have to do wi pe tests on every one of them when they cone
in.

They don't contain any |l arge anpbunts of activity.
And | don't see where they really represent a real harmto
people, and there's no issue about they're | eaking or broken
or damaged or anything; but we've got to do w pe tests every
time. We've never found any contam nation on any of these
shi pnent s.

The inspectors cone in and find that tw ce we
di dn't docunment what we did, so we get witten up for that.
Yet 498 tinmes, we had conpl ete docunentati on of everything we
did for this whole system and we're running a good program
But the focus is on these two tines where you didn't docunent
it.

It's this kind of a problemwith regard to
| ooking at the overall quality of a program and how -- what
are the people doing good? What are they doing well? What's
the inportant things they should keep and keep functioni ng and
keep nurturing? Instead of |ooking at the positive things,
we' re al ways | ooking and focusing on those negative aspects.

And that's causing the -- a lot of the difficulty
fromthe user's point of viewis to what's wong with this
program

MR. CAMPER: Let nme stinulate the conversation a

little bit, the discussion, by sharing with you sone
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observati ons that the managenent and Staff had made about Part
35. | nmentioned earlier this norning that if -- | think
there's a high probability that if the Acadeny stay had not
been put in place by the Conm ssion, that we woul d probably be
well on our way at this point in the process of revising Part
35.

Every since 1987 when Part 35 was | ast revised,
the Staff has been collecting observations about Part 35.
These have been presented to us by professional societies,
| i censees, inspectors, our own observations, and the
headquarters staff in dealing with technical assistance
requests for the regions.

A practical problemthat we see is being an
I mpedi ment and so forth. And there are really three or four
maj or categories of things that we could observe -- and |
could go on and on and on in the details, but I won't. But
"1l give you three or four key observations just to stinulate
t he di scussi on.

One is that we know that there are parts of Part
35 that sinmply do not track the current state of technol ogy.
An exanmple of that is high dose rate renote afterloading. |
mean, arguably HDR s are of such a nature that they warrant a
separate and distinct section within Part 35 simlar to what
we do for teletherapy units.

Now t oday, we have in place a policy and gui dance
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directive dealing with HDR. W have updated that in the
recent past follow ng the event in Indiana, Pennsylvania. But
one of the things that concerns nme is as a manager is that
we' ve never subjected all the kinds of things that we've put
into the policy and gui dance directive, FC86-4.

And in fact, the subcommttee of the ACMJ worked
with us | ast Septenber on that particul ar gui dance docunent
and others. But it would be worthwhile and appropriate to
subj ect all that guidance to the public process, putting in
pl ace those aspects of that guidance which warrant being
el evated to the |l evel of a regulation than having to undergo a
public scrutiny coment and so forth.

And there are other technol ogies. The gamma
knife, for exanple, is another one that comes to m nd.

Anot her broad category is that to the extent possible, Part 35
could be made nore performance oriented. The classic exanple

that conmes to m nd whenever | get on this particular issue is

the criteria that we have in Part 35 with regards to

eval uati ng dose calibrators.

| think it's arguably very prescriptive. As you
probably know, there is an ANSI standard that deals wth
eval uati on of dose calibrators. An approach could be enbodied
wher eby |icensees would follow the ANSI standard or sone
equi val ent as opposed to having to do this prescriptive

requi renents.
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And sonetinmes those prescriptive requirenments
result in some of the violations that have been alluded to in
t hat someone doesn't do a constancy eval uation of the dose
cal i brator 365 days of the year. They do it 360 days of the
year, and that results in a violation; albeit a m nor
violation, but a violation just the sane.

So this question of novenent toward performance
versus being so prescriptive. Another issue that we have
observed is this issue of using industry standards wherever
possi ble. You know, froma regulatory standpoint, if you
coul d have industry devel op those standards which they deemto
be appropriate and safe and that ensure protection of the
patients and public health and safety and so forth, and then
enbody those in the regul ations so that everyone wil|l
partici pate, not just voluntarily participate because they're
an industry standard, then that seens |like a worthwhile thing
to do.

The idea of putting into Part 35 only those
things which are essential as a requirenent. Arguably there's
sone things in there today that can be viewed as being
sonmewhat superfluous and not essential in the context of a
regul atory requirenment. And then finally, the idea of trying
to line up nore carefully the guidance that exists and provide
alternatives in the guidance.

| f one | ooks today in Regulatory Guide 10.8, one
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finds an exanple as a guidance. Well, sonetinmes that guidance
beconmes a regulatory reality. And maybe what you shoul d have
Is a general requirement of a performance nature and then
several options for achieving that or several organizations
identified that have devel oped progranms that would lend to a
i censee being able to use that to achi eve conpliance of the
regul ati on, and therefore substantial nodification to Reg.
Gui de 10.8 for that reason

And there are many others. But that just gives
you sone idea of some of the observations that we have made
about Part 35 and sonme of the things that | think that we
woul d have probably already noved toward nodifying through a
rul e making process if we weren't, you know, where we are
currently in ternms of |ooking at the program at |arge.

The other one that comes to mnd very quickly is
we currently have very prescriptive authorizations in 35.400.
We say that particular radionuclides as sources can be used
for certain purposes. That really ought to be nodified to say
that they can be used for any reason or approach for which
t hey have been revi ewed and approved.

So those are sonme exanples of the kinds of things
t hat we have seen, and hopefully that will help you think in
terms of broad consequences.

CHAI RMAN SIEGEL: So is it -- is this question

really premature to answer? | nean, in the event that
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sonet hing drastic does not happen as a result of the NAS
report that involves change and enabling |egislation or --
then isn't it a given that Part 35 is going to be revised
al ong with your | ong range plans anyway?

MR. CAMPER: Well, certainly if we were to -- if
t he agency were to stay in the business of the nedical
program then certainly | think there's a high probably that
Part 35 would be revised. | think the value though of your
comments and dissertation at this point in tine is the
Comm ssi on has before it a significant decision to nake in
terms of how it wants to proceed with the NAS report.

| think there is value to the Commi ssion in terns
of getting a perspective fromthis committee as to -- if we
| ook at Part 35 today and if, in the final analysis
comm ssi on, you decide to remain in the business or Congress
doesn't take you out of the business, what do we think is
warranted for change in Part 35.

| think that could be of value to themin their
deci si on maki ng process.

CHAI RMAN SI EGEL: Cot it.

MR. CAMPER: At this point in tinme.

CHAI RMAN SIEGEL: All right, then let's just go
through it. Redo all of Part 35 in the next 20 m nutes. |Is
t hat enough tine?

(Laughter.)
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We woul dn't want to overdo it.

DR. HOLAHAN: If | can just nmake a point before,
is the way -- and it would be helpful too is first of all, all
of Part 35, if we're keeping patient safety in there and al so
if a finding can be made that there is adequate protection for
pati ent safety, how do you protect public health and safety.

CHAl RMAN SI EGEL: Got it.

DR. HOLAHAN: OF occupational workers.

CHAI RMAN SIEGEL: In ternms of things we said this
norning, | think if we | ook at definitions currently in Part
35, we would -- this commttee would probably say that the
definition of a m sadm nistration needs to be changed to first
of all something altogether different than -- a different
word, and that it be linked to some new reporting requirenent
that allows the NRC to capture information about untoward
events as part of a function whereby it serves as a
cl eari nghouse for that data and tries to | ook for systematic
or generic trends.

And | think we've pretty much said this norning
t hat the whole m sadm nistration concept is sonmething we just
as soon see thrown out with Part 35, that you should still
gather data. |'mjust kind of flipping through this, and then
-- big general adm nistrative requirenments.

So do all think that the concept of an ALARA

program requirenent for radiation safety officer, and the
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requi rement for a radiation safety conmttee are necessary in
order to use byproduct material or non-byproduct material in a
medi cal institution for either research purposes or nedical
pur poses?

Or are those concepts that are needed any | onger?
Bob?

MEMBER QUI LLIN:  Personally, | never saw the
useful ness of a radiation safety commttee for a purely
clinical facility. | can understand the need for it for a
research facility where you're tal king about research
activities where you m ght have an institutional research
review commttee, that sort of thing.

But | never saw the purpose of a radiation safety
commttee per se for just a straight clinical program

CHAl RMAN S| EGEL: What do others feel about that?

MEMBER STITT: | don't know which canme first, the
chi cken or the egg; but this would -- a radiation safety
program comm ttee and an officer -- well, at |least a conmttee

are required for hospital accreditation purposes. You can
find any number of different agencies, certainly JCAHO that's
one of the things they're |ooking at.

CHAI RMAN SI EGEL: Jeff, you were going to
comment, or Lou, either one.

MEMBER WAGNER: Well, as far as hospitals are

concerned, my experience with radiation safety commttees in
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hospitals are that nost of the people on the commttee don't
know what you're tal king about and have a large difficulty in
trying to understand what you're trying to get across.

And the person who really runs the show is the
radi ati on safety officer of the hospital. He's the guy who
really knows what's going on and he organizes it and plans it,
and basically it's a reporting mechanism Now, it mght be a
way of dissem nating information, but | don't know how
effective that really is.

There probably is sone usefulness to a radiation
safety committee in a hospital in terms of trying to
communi cate information. And I'Il just give you an exanple
with ours -- radiation safety officer is aware of difficulties
with radiation incidents across the nation. He goes to the
comm ttee, he says here's what's happening across the nation,
now what should we recomend to the hospital to do in order to
make sure this doesn't happen at our institution.

That's an exanpl e of how our conmttee worked in
order to try to bring things to people's attention. And then
the comm ttee makes recommendations to the staff, the medical
staff, as to things that ought to be done. So I think it is a
forum for maki ng communi cation. There is that benefit.

At the university level, | would like to
stinmul ate sone discussion from other people because from ny

own personal experience is that many nmenbers on the radiation
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safety commttee do not have a thorough understandi ng of al
the duties of the radiation safety office. Many nenbers on
the commttee don't know where all the | aboratories are that
are being regulated and things that are goi ng on.

And | think that the NRC s idea is adm rable, but
| don't think that it is -- that the radiation safety
comm ttees always neet the full function and anticipation of
the NRC in terns of its operation sinply because it's very
difficult to run by commttee.

And | think the inportant things that | always
depend on is |I've always stated to ny commttee the nost
I mportant thing is how confident is the radiation safety
officer and his staff to bring to the attention of the
commttee those features that need to -- need our input and
our facilitation.

And if the radiation safety commttee -- you
know, the radiation safety officer rather and his staff aren't
good, the radiation safety conmttee's not going to be
terribly functional either except to recognize that and
perhaps try to recomrend a change.

CHAI RVAN SI EGEL: Jeff?

MEMBER W LLI AMSON: Well, | guess | tend to agree
with Bob on one part. | think it's a useful vehicle in a

| arge nedical institution where there are many users and, you

know, very conplex array of conpeting prograns using
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radi onuclides and | ots of safety concerns and | abs being run
by scientists and individuals that otherw se, you know, m ght
not have much oversight.

So | think it's kind of useful for getting an
overvi ew of the scope of the operations, providing a |evel of
review for the radiation safety office. Are they doing a good
job and can plugging in sonme conponent of managenment into the
operation of the program

You know, the way I'd like to think about it is
if we didn't have NRC requiring us to have it, what kind of
radi ati on safety comm ttees and prograns woul d we have in our
institutions? That's sort of the conceptual -- since we're
sort of questioning the foundations of the regul ati ons, that
m ght be sort of a useful way to think about it. As
professionals for different types of institutions, what would
we need?

| suspect in a very small facility with just a
few focused activities, you know, Bob m ght well be right.
And the very detailed requirenents of neeting at | east
quarterly with a quorum and so on might in effect just be sort
of for show effectively and of no real inportance to an
institution of that size.

So again, it mght be better to -- | suppose
outline in regulation formthe objectives of a successful

adm ni strative structure, what it's supposed to do and ki nd of
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|l eave it to the institution to figure out how to structure one
i nstead of prescribing that it nmeet in a certain way.

CHAI RMAN SI EGEL: The only problemw th | eaving
it to an institution is that it means that you' re also | eaving
it to an inspector. And that's where we get into difficulty.
| agree with you. | nean, a community hospital that only has
a nucl ear nmedicine service, doesn't do radiation oncol ogy -- |

mean, it's kind of silly for themto have a radiation safety

comm ttee.

The one guy who does the nuclear nedicine is the
radi ati on safety officer. He regul ates what he does, and
presumably hospital managenment -- presumably hospital

managenent is paying attention to the fact that environnental
regul ations are being dealt with and that exposures are being
dealt with, and you don't really need a conmttee to do that.
In a conplex place Iike Washington University
where we've got 500 | aboratories, a commttee structure is
sonet hi ng that probably would exist even absent the NRC
because a conmttee is a way for managenent to draw |l ots of
different forns of expertise and to provide it with the nuscle
that it needs to westle with recalcitrant scientists in
| abor at ori es, people who are being trouble makers, and things
that occur in large institutions.
So a commttee structure probably woul d have

existed. |I'mattracted to the concept of RSO responsibilities
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and radi ation safety conmm ttee objectives as being objectives
of the programif one can figure out a way for the NRC,
assum ng they stay in the business, to adm nister these
prograns without it being left to the discretion of individual
I nspectors, because that's where we'll run into a serious
pr obl em

Larry?

MR. CAMPER: Just as a bit of history, sonme of
the logic that went into the creation of the RSC goes
sonmething like this. First of all, it grew out of the old
i sotopes review comm ttee.

CHAI RMVAN SI EGEL.: Ri ght .

MR. CAMPER: Back in the days when institutions
were nore actively involved in actually approving
radi opharmaceuticals and their use, if one goes back in the
60's and 70's and that type of thing. Wen the regul ations
wer e changed, the enphasis was placed upon that commttee, or
what was that commttee, as a radiation safety function.

And sonme of the logic went |ike the follow ng.

If you have a conmttee, then you're getting institutional
participation and buy in and active responsibilities in all of
t hose places where materials are being used. It also serves
as an additional audit function on your radiation safety
program And you have nmanagenent participation because the

success of a radiation safety programultimtely dwells with
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t he highest |evel of institutional managenent buy in and
partici pation.

And then finally, the idea that the radiation
safety officer in sonme cases felt that they were functioning
as a lone wolf with [ittle or no support frominstitutional
managenent or with no entity to turn to for a coll egi al
interaction to resolve radiation safety problenms. So those
were sonme of the kinds of logic that went into the creation of
the requirement for the radiation safety conmttee.

CHAI RMAN SI EGEL: Right, and | think, you know,
your docunent -- your NUREG on nanagenent of radiation safety
progranms in nedical institutions talks about the tripod. And
| think conceptually those are good. The notion that some of
the very prescriptive parts of this could be |ightened up
think would be attractive.

Smal | conmmittees -- do small committees really
need to neet once a quarter in a place where everything is
working like a charn? Does that really have to be a
requi rement ?

Yes, Lou?

MEMBER WAGNER: |'d like to proffer the concept
or idea for discussion that the ALARA as a regul ati on ought to
be elim nated, and that ALARA as a principle should be
pronoted. And I'd |like to respell ALARA. 1'd like to respell

it with a ower case a, lower case |, a |lower case a, capital
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R, lower case a (alaRa). Because | believe the sense of
reasonabl e has gotten out of control.

Too nmuch of the regulation that | see com ng out
fromny state is as | ow as absol utely achi evabl e rather than
I's reasonably achievable. So I think that as a regulation, it
ought to be abandoned; but as a principle and a concept, it
ought to be pronoted.

MEMBER SWANSON: | would agree with that. |
think it's basically the sane thing we tal ked about today with
qual ity managenment rules. The principle here that's a
standard that has now beconme a regul ation, okay. So | would
agree 100%

CHAI RMAN SI EGEL: Jeff?

MEMBER QUI LLIN: A question. VWhere did the
i ndustry standard get devel oped that ALARA neans that in
medi cal institutions, you know, the allowable limts are 1/10
of those in Part 20 for occupationally exposed individuals?

MR. CAMPER: That's an interesting question. M
recol lection is that for years and years and years, you know
it was a qualitative concept rather than a quantitative
concept. But sort of a working rule of thunmb under the
qual itative approach was trying to achieve a factor of 10%
And | think along the line, that becane nenorialized as a
gquantitative val ue.

MEMBER W LLI AMSON:  Then, you know, my conmment
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woul d be that that sort of seems that's what ALARA neans. It
just means the real limts by de facto limts are 1/10 of
t hose published. It's -- we ought to just republish Part 20

and say the limts are 500 MR per year, if that's what you

want .

No, well don't do that. | nean it facetiously.
| take that back. But it seens -- it's a contradiction that
it's expressed the way it is. And for that reason, | think it
shoul d sort of -- | would agree, it should be dropped because

that's not what it neans anynore.

MR. CAMPER: | think what happened al ong the way
IS in an attenpt to nove fromthe qualitative -- to have sone
standard that everyone would strive for, because to want ALARA
m ght mean 70% of the rel ease value; to someone else, it m ght
mean 10% to sonmeone else, it mght nean 1% to sonmeone el se,
it mght mean 90%

| think it becane a working nunmber. | don't
think there's really much nore a basis to it than that.

CHAl RMAN SI EGEL: All right, do we want to -- |
guess Kate Gottfried is here. W're waiting for a slide
projector, so we won't proceed. Let's keep going then. All
right, we've sort of dealt with RSO s and ALARA and RSC s, and
| guess we're arguing for reducing their prescriptiveness
wi t hout having specific |anguage in m nd on short notice.

What about 35.25, ny favorite regulation? The
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one that allows you to be cited no matter what goes w ong!
Soneone probably wasn't follow ng the instructions of an
aut hori zed user at sonme point in their life history. How
often do you all use 35.25 as a basis for --

MR. CAMPER: | don't know how many times that
citation occurs per year, but | -- it's certainly one of the
nore frequently cited violations.

CHAI RMAN SIEGEL: | nean, it's hard to argue with
the principle that in this particular activity, you want the
i ndi viduals in whom you' ve given the major responsibility --
to whom you given the major responsibility, nanmely the
authorized users -- it's hard to argue with the fact that you
want themto be in control and that you want the supervised
individuals to follow their instructions.

On the other hand, it is in a way deneaning to
t he supervised individuals because it inplies that they are
not capabl e of making any judgenents. And it ends up being a
very, very stringent rule. And so that any tinme anything
happens where it turns out that a supervised person was nmaking
a judgenent call, then you have an opportunity for a violation
under 35. 25.

And it's not really the way peopl e work.

MR. CAMPER: The supervision issue is an
interesting one. |If you go back and | ook at the statenents of

consideration for the 1987 rule making, there's sone
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interesting words in there that sonmething along the |ines of -
- you know, individual physicians are in the best position --
t he authorized users are in the best position to determ ne
what constitutes an adequate |evel of supervision because of
the differences in the practice of nmedicine and the
differences in state law and so forth.

And therefore, we have exercised | think a fair
amount of discretion with regards to the supervision
violations. Most of the supervision violations for 35.25 are
when there is a clear indication that there was not
instruction. It's a 35.25(a)(1) violation that occurs nore
time than not.

And that's a situation where the inspector
det erm nes, based upon di scussions, typically with the
technol ogi sts, that instruction wasn't provided on a
particul ar aspect of the program You know, 35.25(2) does
require the supervised individual to follow -- that is cited
occasionally, because they do not follow a program -- they
were instructed. A program does exist, but they do not foll ow
it.

That is a citation occasionally. But nore of
t hem are against (a)(1).

CHAI RMAN SI EGEL: \What about -- how often does
(a)(3) becone a problenf? Because | have been personally

noder ately concerned about what constitutes an adequate audit
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of the supervised individual's use of byproduct material.

MR. CAMPER: | would say that (a)(3) violations
are the nost infrequent of the ones against 35.25, and for a
coupl e of reasons. You have the word periodically in there,
whi ch of course has a band of flexibility associated with it.
And again, | would say that's occurring when it becones clear
to the inspector that there is no ongoing review of the
I ndi vi dual 's wor k.

You know, we've had a couple incidents recently
where they were double dosing, for exanple, you know,
patients. And it becane clear in that case that there was
absolutely no review. There was little or no supervision
occurring, and there was no review of the activity of these
i ndi vi dual s.

Because reasonably, in the case that | have in
m nd, the authorized user should be able to detect via the
dose | og. Because actual dose entries were entered that were
much hi gher than called for in the clinical procedures nanual.
So the point is, 35.25(a)(3) occurs occasionally. | don't
know agai n the exact nunber, but it's probably the |east of
the three.

CHAI RMAN SI EGEL: Bob, do the standards state
regul ati ons include a 35.25 equival ent?

MEMBER QUILLIN: | honestly don't know.

CHAI RMAN SI EGEL: Okay, | don't know either. Is
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it likely they woul d based on your perspective?

MEMBER QUILLIN: | just don't renenber.

CHAl RMAN SI EGEL: Okay. You know, if you were
writing themfrom scratch, is that sonething you would
i nclude? How about that? Let nme put it to you that way.

(Laughter.)

MEMBER QUILLIN: No, that's a different question.

CHAI RMAN SIEGEL: | know it is! | asked it
intentionally that way.

MEMBER QUI LLIN: | understand that.

MEMBER STITT: 1"l answer for Bob.

(Laughter.)

MEMBER QUI LLIN:  Thank you.

MEMBER STITT: No, ny comment is | just had to
have ny privileges reviewed to sign on again for the
University of Wsconsin. This would be a very typical thing
that ny medical -- my chairman and the chief of staff at ny
hospital want to review ny performance. So there's a whole
variety of things that can be reviewed. Infections, deaths,
performance in a variety of ways.

These are medical standards that | don't know
that | would wite into this sort of a docunent. But as a
physi cian, you are reviewed -- is easily one of the ways a
departnent woul d | ook at a radiation oncol ogi st or a nucl ear

medi ci ne doct or.
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CHAI RVAN SI EGEL: Yeah, except in this case,
these are the -- these are not the authorized users who are
being reviewed. These are the technol ogi sts whom you
supervi se who are being reviewed and -- no, that's okay. And
the fact -- how you determ ne whether or not they routinely
follow your instructions.

Jeff?

MEMBER W LLI AMSON: Well, | think they -- the
intent of this regulation, as so many, is good. What it says
it that in an institution that has a treatnent delivery system
or process for sonme type of nodality, there should be sort of
good i nterpersonal communicati on anong the team nmenbers in
delivering that therapy.

There shoul d be good records kept, there should
be, you know, various |evels of oversight where, you know, the
records are reviewed and the physician correctly conveys to
the treatnment deliverers what is desired. It also says the
intent is that there should be well trained and qualified
professionals carrying out the appropriate tasks.

| think this sort of -- | find this section for
mysel f, being sort of a supervised individual, sort of a
little insulting like I'm sort of some nonkey that needs to be
periodically retrained in sone very nechanical, rote way. And
you know, maybe there are a certain |evel of enployees whose

i nvol vement is so peripheral in the treatnment, that m ght be
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so, that there's, you know, few things, you know, that have to
be expl ai ned over and over again.

But | think sort of the prescriptiveness is sort
of mssing the main intent. And | would again suggest that
sone sort of a intent or goal based specification of what the
goal of this be put in there, and | really think that to cite
an institution, as has happened, because an enpl oyee didn't
realize that the various procedures they were carrying out
were required by the quality managenment program and instead
answered, it's because good treatnment practices require it --
that's not right to use it for that kind of reason.

MR. CAMPER: See agai n, one of the fundanment al
hi storical logics, if you will, was -- if you |look at the
wor di ng under 35.25(a), it says that a |licensee that permts
the recei pt possession user transfer byproduct material by an
i ndi vi dual under the supervision of an authorized user, ie. a
physi ci an, shall be instructed -- so forth and so on.

I n other words, (a) says you shall instruct; (b)
says you shall follow, (c) says you shall periodically review
and (b) is Barry's fatal flaw where you're responsible
regardl ess. Well, one of the underlying logics there was is
that if you look in Part 35, the only individuals that are
called out froma regulatory standpoint of having some n ni mum
| evel of training experience are authorized physician users,

aut hori zed nucl ear pharnmaci sts, and tel et herapy physici sts.
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These supervised individuals that are alluded to
in 35.25 can be anywhere fromcertified technol ogists,
dosinetrists, to on the job trained individuals with little
formal training. So what it was doing was placing a great
deal of responsibility and inportance upon supervision by the
aut hori zed user.

And that was part of the underlying logic in the
appr oach.

MEMBER W LLI AMSON: But it's not really true that
any of them are conpl ex radiati on oncol ogy procedures.

CHAI RMAN SI EGEL: Right, and we've actually
recogni zed in recent neetings that there were additional
prof essionals that needed to be incorporated in any revision
of Part 35 that would have essentially authorized user
equi val ent status |ike brachytherapy physicists. And we
actually -- | think the term we suggested was just nedi cal
physicist, right, last time around?

Denni s?

MEMBER SWANSON: Larry, am| correct that in your
previ ous di scussion about where you want to go with these that
you want to get nore of a standard and |ess prescriptive? So
could I view that a standard here nmi ght be that individuals
shoul d have appropriate training and experience comensurate
with their duties?

Woul d that be a standard, for exanple?
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MR. CAMPER: Possibly, possibly. | also think,
frankly, if we ever get into reviewing Part 35, if we do that,
I nmean, | think we ought to go back at sonme point and ask
oursel ves what is the role of the authorized physician user
today. Because | think the regulations as they currently
exi st had in mnd an authorized user that played an active
role in the devel opment and adm nistration of materials and so
forth.

| don't think that the authorized user
necessarily nmeans the sanme thing in 1996 as it did 25 years
ago. And so | think if we -- again, if we ever go that way
and revise Part 35, | think that we ought to explore that
underlying issue as well.

CHAI RMAN SI EGEL: Yeah, we're less inportant now
than we used to be. Technol ogists nake all the decisions now.

(Laughter.)

And | wish | were kidding you! Are you ready to
answer ny question?

MEMBER QUI LLIN:  Yeah, |'mready to answer your
question. Actually, | think under our nedical practice act in
Col orado, the physician is responsible, and it's under B in
the -- or C-- regulations here. The person under themis not
a licensed practitioner of some sort. They are responsible
for the acts and om ssions of the supervised individual.

So basically that's covered under a nedi cal
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practice act. The other things | think are rather
straightforward. But | think the problemis, as Larry pointed
out, the concept of the authorized user has changed over tine.
And the authorized user, as | think -- or was originally

envi sioned here, really doesn't exist in many cases anynore as
far as one sole person who has know edge over all things and
does all things and everybody else is just sort of a --
wor ki ng under their direct supervision.

There are many specialists nowin this field who
-- with expertise that maybe the authorized user is aware of
what the expertise is but doesn't know actual mechanics of
what they're doing.

CHAI RMAN SI EGEL: Are you referring to nuclear
medi ci ne specifically or to radiation oncol ogy?

MEMBER QUI LLI N:  Brachyt herapy, for exanple.

What | said was that you don't know all the mechanics of what
they're doing. Actual steps. You know what the outcones are
and procedures are, but you --

MEMBER STITT: Well, when I'mlistening to the
conversation, | was curious because you said that there's | ess
-- well, Larry, that the definition has changed and the
practice had changed. And | actually wasn't sure what
direction you meant and whether it referred to nucl ear
medi ci ne or radiation oncol ogy.

You're right in the high dose rate arena. |
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think that frustration as a clinician is that so nuch of what
goes on with the renote afterl oading could be |lower -- it
could be high dose rate -- is that if the physician | ost sonme
of that control where you were placing sources in certain
specific body parts and certain orders, because it's al
conmput er gener at ed.

And so there can be whole parts of the
conmput eri zed process that are lost to the clinician. W
depend even nore so on the physicists, and they have to try to
make qualitative assessnents and really speak down to us about
this is or this is not going well. And several things that
we've all seen recently relate to software for conputers --
brachyt herapy conputers, and problenms in software.

And we really are no | onger as know edgeabl e

because of that different |ayer of technology that's evol ved.

So in that sense, | think particularly with the high dose rate
technology -- actually renote afterl oadi ng technol ogy has put
t he therapeutic oncology -- in that position.

MR. CAMPER: Yeah, the point that | was making
was that if one goes back and | ooks at the history of the
aut hori zed user concept, you'll find that those were typically
physi ci ans that were actively involved in devel opi ng and
applying the application of radiopharmaceuticals or seal ed
sources in therapy.

What ' s happened over tinme though is that many
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aut hori zed users today sinply want to use radi oactive
materials in the course of practice of nedicine and have
little or no interest in supervising as authorized users did
hi storically. Now, authorized users that are radiation safety
of ficers have a different set of functions, of course.

And all | was saying -- and | think this is what
Bob's getting at too, is in addition to that, you al so have an
enmergence now of nore highly trained individuals who play a
nore active role in the delivery of the radi opharnaceutical s,
be it diagnostic or therapeutic, than you used to 25 or 30
years ago when the AU was playing a nmuch nore aggressive role
-- the authorized user was playing a nmuch nore aggressive
rol e.

And all I'"mreally saying is that if we | ook at
t he concept of supervision, we should also | ook at the concept
of who supervi ses and why.

CHAI RMAN SI EGEL: Good. We'Ill cone back to this.
Now we' re going to proceed with our regular schedule and | et
Kate -- are you ready, Kate? Okay, and |let Kate Louise
Gottfried fromthe National Acadeny of Sciences Institute of
Medicine tell us nore about the report.

Kate, we have been discussing the report for nuch
of the norning. What we have carefully avoi ded doi ng was
di scussi on of whether we agree with -- a discussion of whether

we agree with the alternative you selected and with the
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principal inplenmentation strategies that you chose. What
we' ve been focusing on instead are those things that NRC coul d
do assum ng not nuch changed.

And there were sone specific questions we had
fromthe NRC, and we focused on those. So |I think we'd |ike
fromyou -- | know you've prepared to give us an overvi ew of
the report. W've all read it. But we'd very nmuch like to
know as much as possible about the rationale that | ed you to
your preferred alternative.

MS. GOTTFRIED: Great. Do | need to talk into
this mke? | guess so.

CHAI RMAN SIEGEL: It will nmove a little bit if
you want to nove it.

MS. GOTTFRIED: Well, first I'd just like to
t hank you for the opportunity to be here today.

Unfortunately, John Villforth, which is why we scheduled this
for this afternoon, was supposed to acconpany ne. | know you
all know what's in the report, that you've seen it, you've
read it.

And actually these slides, I'"mgoing to run
through themreally quickly and then just focus on the
preferred alternative and the recomendati ons. | understand
that Patricia already went over the recomrendati ons with you
this nmorning. This is what | use when | go to present the

report elsewhere, not to an as infornmed audi ence.
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John is at a hearing this norning, and so we were
hopi ng he would be able to nmake it by this afternoon. And
originally, that was not scheduled at the tine that we
appoi nted today for the presentation. And | definitely
apol ogi ze for that, because | think, you know, you need the
benefit of commttee nenbers and their expertise.

The ot her unfortunate consequence of this whole
timng and scheduling of this presentation is that we're going
to be briefing the conm ssioners next week on the 27th, which
I's an open public neeting. There will be several commttee
members, probably six commttee nmenbers attendi ng that
meeti ng.

And we had thought they would be back to back so
that you would have the benefit of that information as well.
And that's sonething that was beyond our control. Having said
that, let ne just start off.

Everybody knows that the comnmttee was call ed.
Rem nder of who the commttee nmenbers were. The nethodol ogy
that we used to carry out the study. [|I'mjust |ooking to see
if there's anything that | should note in addition to what's
on here. | think you' re all aware that we have conm ssion
papers, committee neetings, public hearing, QM panel and site
vVisits.

"' m not going to belabor this. This was a

statenment of task that the NRC provided the IOMwith. This is
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just an expansion of that. This was a table we used to
present the scope of the study. Those itens in gold are
subj ect to NRC regul ation. The ones in white not subject to
NRC regul ati on.

The comm ttee | ooked at the entire scope, both
yellow and white. [It's basically broken down into radioactive
mat eri al s and machi ne produced radi ation. These were the
subcomm ttees. Everyone knows we had a public neeting. Okay,
the commttee derived a variety of goals. These were the
three goals that the commttee pursued.

To pronote greater uniformty of regul ati on of
all ionizing radiation in medicine. To shift federal
oversight to an agency experienced in matters of public
health, and to further ensure adequate protection of the
public's health and safety. And to consolidate regulation of
all ionizing radiation in nmedicine by del egating regul atory
authority for reactor generated byproduct nmaterials to the
states, which presently regul ate NOARM approximately 98% of
radi ati on nedi ci ne.

Before | get into this, | will take sone tine now
to tal k about our approach to the preferred alternative.
Chapter five of the report, which as an aside should be out in
final sonmetinme in March, is really the heart of the report.

It focuses on what were the proposed recomendation -- well,

t he proposed alternatives that would result in the eventual
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recomendations that the conmttee nade.

The focus of those alternatives really should be
on alternative C through F. The other alternatives, the
status quo, the laisser faire approach, and then sort of al
enconpassi ng, were in fact because the commttee wanted to
consi der the entire spectrum of options. The reality is that
the heart of the discussion by the conmttee focused on
alternative C through F; and in particular, alternatives C, D
and E. F was discarded because it calls for a centralization
of all ionizing radiation subject to federal regulation, which
is currently not the system

And again, felt to be too all enconpassi ng and
not too -- and sonething that would not achieve the
commttee's end, which was to ensure adequate public health
and safety, but in an efficient, expeditious manner.
Alternative C, D, and E are all sort of a variation on the
theme. C, state control; D, the preferred alternative; and E,
again a variation of alternative D, but with some authority
for federal regulatory authority.

|'"d say that the commttee spent neetings three,
four, five and six debating these issues and continuously.

And they revisited them and they deliberated, and they cane
up with proposals, and they revised those proposals and spent
an extensive amount of tine really debating the virtue of

federal regulation of ionizing radiation as opposed to federal
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gui dance.

And I'"mterribly sorry that John Villforth isn't
here today, because John of course is a strong proponent for
federal -- some federal influence. Because in fact, the
commttee really did struggle between state control,
alternative C, and sone federal influence. And | would say
that John Villforth's expertise, anmpbng a nunber of other
comm ttee nenbers who deal with the area on a day to day basis
wi el ded a | ot of influence with respect to having sone federa
I nvol vement in the area.

So what was the issue with respect to federal
regul ation and the alternative? Alternative D -- well, the
first recomrendation refers to the elimnation of NRC s
medi cal use program And elimnation of the NRC s nedical use
program fromthe conmttee's perspective would not alter the
basic structure of federal regulation.

That the federal government would still retain
responsibility for the entire area with respect to the
generation, transport, non-nmedical use, disposal of
radi onucl i des, and for the approval of radi opharnmaceuticals
and certification or approval of equipnment that generates
i oni zi ng radi ation.

The comm ttee's perspective was that we're
| ooking at a very small area that needs to be exam ned, and in

fact, revised. But that overall, federal regulation of this
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area would not in fact be changed. As a consequence, the NRC
and its agreenent states would continue to license the
production of byproduct material for radiation producing

devi ces and radi opharmaceuticals in the nedical context.

The NRC and its agreenment states would, as
relates to the non-nedi cal use of byproduct material, continue
to license the production and use of byproduct material. The
DOT woul d continue to regulate the transport of radioactive
mat eri al s.

EPA woul d continue to devel op guidelines that set
occupati onal and public exposure limts to be inplenented by
the respective federal agencies. The FDA would continue to
regul ate the manufacturer and | abeling of radi opharmaceuticals
and nedi cal devices. It would also continue to regulate the
MQSA.

DOD, VA, PHS, would all continue to be
responsi bl e under the regul ations of the appropriate agencies
for the safe use of radioactive materials and radiation
produci ng machines in their hospitals an | aboratories. And
HCFA, with respect to Medicare and Medi caid, would continue to
devel op rei mbursenment guidelines.

Based on -- and | can only say that it's a matter
of deliberation and confidential discussion anongst the
commttee over a protracted period of tinme, the commttee

derived the preferred alternative. The comrmittee felt that a
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regul atory structure that transferred authority to the states
and identified a federal agency other than the NRC to work in
conjunction with the CRCPD and ot her professional

organi zations to devel op recommended state | aws and

regul ations for all ionizing radiation in medicine.

And the conmttee spent a great deal of tine also
determ ni ng or considering what type of guidance this entity
should in fact provide. The following is a list. Again --

M. Villforth. John Villforth's just wal ked in. The
identified federal agency woul d assist states in establishing
regul atory prograns and trained radiation control personnel,
address problematic incidence of national concern, educate the
public of the benefits and risks of radiation medicine,

conduct research so the science of radiation nedicine
continues to advance, collect risk data, and nonitor the

ef fects of deregul ation.

Recomendati ons then were made before both
Congress, the NRC, the CRCPD, and to the states. And then the
rest is just -- which I know you've reviewed this norning -- a
repetition of the recommendati ons made by the committee.

The point that Senator G enn made in an article
t hat appeared after the report was rel eased was that he woul d
li ke to recommend adoption of the commttee's recommendati ons,
but he would add that in fact he would like to see it

nonitored over a -- and he didn't describe in any detail in
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how he would want it nonitored or over what tinme frane.

But that in fact he thought that was essenti al.
And of course, the conmttee doesn't agree with that at all.
John, the -- one of the questions really revolved -- or the
mai n question that the ACMJI has put to us is what the process
was for deliberation and deriving the preferred alternative.

And | have described the process as the committee
met and over the course of several nonths, really focused on
our alternatives and proposing what the preferred alternative
woul d be. That that was the result of extension deliberation,
and that the main enphasis was state control versus sonme sort
of federal influence.

| would love to open it up and have you ask sone

specific questions or to -- to nyself or to John. | don't
really think it's worth going over the -- do you want to do
t hat ?

CHAI RMAN SIEGEL: No, | think | agree with you.

MS. GOTTFRI ED: Ckay.

CHAI RMAN SI EGEL: | think that's fine. W
probably saw themthis norning, and we all have a pretty good
feel for them Dennis, you had a question? You were ready to
junmp in?

MEMBER SWANSON: Just one comment. You kind of
t ook me back by your statenent that the commttee didn't

recommend nonitoring of the program | actually thought that
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t hat was one of the tasks of the federal agency --

MS. GOTTFRIED: No, no, they did; I'mjust saying
they don't have any di sagreenent with Senator G enn's coment
that he would in fact push for a nonitoring of a -- if there
wer e deregul ati on.

MEMBER SWANSON: Okay, and then | do have a

specific question. |If one of the goals was to pronote greater
uniformty of regulation of all ionizing radiation in
medi ci ne, what deliberations -- why did the commttee stop at

sinmply the nedical use? Wy did they not also | ook at
uniformty and regul ating the production and distribution of
byproduct material ?

And in particular, related to nmy area of
practice, which is pharmacy -- nucl ear pharmacy, we're right
-- certainly what we do in nuclear pharmacy is directly
related to the medical use of radioactivity. W're regul ated,
in fact, by the NRC under -- not under Part 35, but under Part
32.72.

So I'"'mreal curious as to how all of these
recommendati ons are going to affect the practice of nuclear
pharmacy, and are we going to have to continue to exist under
a dual set of regul ations?

M5. GOTTFRIED: Well, and that's a great
guestion. | don't have the answer for you. |In ternms of what

the commttee restricted itself to, we really had to adhere to
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the statenment of task provided by the NRC. And I think in the
area that you're outlining, it becane an area that was beyond
the expertise of the commttee at that point.

| don't know if you want to add anything to that,
John. | think that the issue of uniformty is certainly the
i ssue that the commttee was grappling with. And the fact
that that should be what the commttee strove towards --
there's so many details and nuances that the commttee just
coul d not address.

CHAI RMAN SI EGEL.: Lou?

MEMBER WAGNER: |I'11 ask the question |I asked
this norning. There's reference within the docunment that the
| OM s reconmmendations pertain to nedical uses, as well as
bi onedi cal research. Could you elaborate a little bit on the
scope of what the | OM neant by incorporating al so bionedical
research?

MS. GOTTFRI ED: That was an issue that came up
because of all the various people who deal with research and
radi onuclides in research and the fact that you wouldn't want
to have a dual systemw th respect to -- if in fact the NRC
was renmoved fromthe regul ation of radionuclides in the
hospital setting, and then how that would apply to people
conducting research in | aboratories within a hospital.

So they were able to nmake that expansi on.

MEMBER WAGNER: But would this, for exanple,
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i ncl ude bionedical research in a nedical school? Wuld your
recommendati ons apply to a radiation program of research
within a nmedical school that's disjointed from any hospital
affiliation?

MS. GOTTFRIED: That was the intention, yes.

MEMBER WAGNER: Okay. \What about bi onmedi cal
research that m ght occur at reactor facility sites such as up
in the state of WAashi ngton and ot her places? |If they're not
affiliated with a nedical school, would they still come under
this type of regulation?

MS. GOTTFRIED: M sense is that they woul d.

CHAI RMAN SI EGEL: John, at |east for the record,
could you just introduce yourself and --

MR. VILLFORTH: Excuse nme, |I'm John Villforth.
["'mwith -- a menber of the commttee. And I was with the
Food and Drug Administration. |I'mnow wth the Food and Drug
Law I nstitute, which is a non-profit organization downt own.
It's ny understanding that the intention was that all
bi onedi cal research -- we're talking sort of the animals in
vitro types of stuff that will eventually |lead to hunman use
shoul d be covered under this provision.

CHAI RMAN SIEGEL: So restated, it really neans
that the materials programcurrently adm nistrated by the NRC
as it applies to nedical institutions would transfer to this

new responsibility? Because really, you' d have to deal wth
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the whole materials programwith a medical institution focus.

MR. VILLFORTH: | think it's the nedical --
ultimtely the nmedical research, whether it's in the nedica
institution or if it'sina-- if it's at Brookhaven in the
reactor side as opposed to the hospital side that technically
woul d be -- as a part of the intention of this.

CHAI RMVAN SI EGEL.: Okay. Jeff?

MEMBER W LLI AMSON:  Yeah, where woul d basic
standard setting reside such as occupational exposure
limtations and so on? Also maxi num MPD' s for the general
public. Wuld it be possible that New Jersey and Texas, for
exanmpl e, could have different whole body exposure regul ati ons?

MR. VILLFORTH: It's possible. You know how
those state fol ks are.

(Laughter.)

The intention, | think, was that the type of
oversight that's been provided in the past by the conference
of radiation control program directors through the suggested
state regulations was a way to provide the uniformty and
consi stency. Now, there's no requirenment that those things --
up until now, there's no requirenment that those things be
mandated to the state.

The intention, | think, was that those are the
good -- that's a good basis in that that process would

continue. The suggested state regul ati ons woul d conti nue.
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And as the need for -- in new areas or new nodalities or what
have you, that those would be incorporated. And that would
i nclude the occupational side of things as well as the whole
schm er, the whol e nine yards.

MEMBER W LLI AMSON: Okay, so the occupational and

public safety standards, all of that would revert to the

states, so nost of Part 20 would be -- as well as 35? I'm
confused, |'m sorry.
MR. VI LLFORTH: | don't think the idea was to

change the 10 CFR 20 types of requirenents and take that away
fromthe NRC. Because it involves all the industrial and al
t he other research applications -- non-nedical research
applications. That would reside with the NRC. That materi al
-- however, the concepts that are contained in the suggested
state regul ati on.

So there's an el enment of consistency as to how
t hey woul d be adopted. But | don't think the intention was to
pul | away the occupational side of this away fromthe NRC.

VMEMBER W LLI AMSON: (Okay, so basic standard
setting that's independent of nedical practice and conmon to
all ionizing radiation uses would stay in Part 20 and
presumably all the state regul ati ons would be conpatible with
it?

CHAI RMAN SIEGEL: At the nmonent, in a way, isn't

it alittle bit by default that that's with Part 20 and not
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com ng out of the EPA? Isn't it kind of by agreenment between
the NRC and the EPA that the NRC is setting those standards
rat her than the EPA setting those standards? Don't they have
the ultimate federal authority to do so if they chose to

MR. VILLFORTH: You're talking about the old
Federal Radiation Council responsibility, and | suppose
technically the EPA would have the ability to set those
standards under its old Federal Radiation Council guidelines
much in a simlar way that they did in 1975 and said x-ray
performance standards --

CHAI RMAN SIEGEL: Did you want to address that

question?

MR. COOL: Just for the record once again, |I'm
Donald Cool. I'"mDirector of the Division of Industria
Medi cal Nucl ear Safety. NRC issues its requirenents in Part

20, inplenmenting the agencies requirenment to inplenment the
EPA's federal guidance authority. Kate Louise Gottfried noted
that in their proposal, federal agencies would continue to be
in the inplenmenting role of the federal guidance, which is
under the mandate of the Environnmental Protection Agency.

EPA now i npl enenting -- as John Villforth had
i ndicated -- the old Federal Radiation Council, if you go back
now 30 years or so, for occupational and public exposure. The
| at est occupational exposure, federal guidance having been

written in 1987; the | atest public exposure guidelines, which
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have been subjected to sonme coment, but the official ones go
back to around 1960.

And it's those guidelines which NRC inplenents
t hrough Part 20.

CHAI RMAN SI EGEL: Just to el aborate though on the
guesti on about state non-uniformty, is there anything in the

current structure that would prevent Col orado, say, from

deciding that the public health Ilimt -- nenber of the general
public limt should be 10 mllirens per year?

MR. COOL: Most of those basic limts -- nost of
the Part 20 definitions and fundanmental limts are fundanental

matters of conpatibility adequacy. They're what Bob Quillin
call ed earlier today division one where they're supposed to
mat ch.

CHAl RMAN SI EGEL: Okay. So that -- so in the
final analysis at the monment, the NRC is setting the
standards, but the EPA has sonme role in the process, and then
the states have to follow?

MR. COOL: That's basically correct. |In fact,
nost of the time NRC and EPA are sort of running their
processes in parallel. In the occupational case, the revised
federal guidance for occupation exposure and revised Part 20
wer e being devel oped sinmultaneously. W in fact went ahead
and noved forward also with the public exposure arena thinking

back at that time that the federal guidance for public
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exposure woul d be shortly behind the occupational gui dance.

We are now eight years later, and that m ght not
have been such a good assunpti on.

CHAI RMAN SI EGEL: Larry?

MR. CAMPER: | had a couple of m nor questions,
and then maybe what m ght be a nore major question in terns of
the alternatives. In |ooking through the slide on federal
authority maintained, you say that DOD, the VA and the public
health service would continue to be responsi bl e under the
regul ations of the appropriate agencies for the safe use of
mat eri al s.

And it wasn't clear to nme exactly what the
commttee nmeant by that. | | ooked at a couple of pages in
your text last night and tried to get an understandi ng, but
what |'m focusing upon is the safe use. For exanple, we
currently issue licensees to DOD facilities. W currently
issue licenses to the VA and the public health service
hospitals for the use of materials.

And | was curious exactly what you neant by
continue to be responsi bl e under the regul ati ons of the
appropri ate agencies. What appropriate agencies were you
referring to there? Wre you referring to DOD, DVA, PHS
t hensel ves, and does that inply self regulation? What were
you getting at there?

MR. VI LLFORTH: | think the intent was that this
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woul d not apply to the federal agencies, that the federal
agenci es would continue to work out their relationships with
the NRC in whatever fashion, whether that would -- you m ght
issue a broad license to the particular elenment of the
mlitary or the public health service to accommodate that or
not .

But that would not be sonething that was going to
be under this consideration.

MR. CAMPER: So you envision then that NRC woul d
continue to license those entities referred to there?

MR. VILLFORTH: Yes.

MR. CAMPER: The next question | had was under
t he federal guidance, the identified federal agency would
assi st states in establishing regulatory prograns and trained
radi ati on control personnel. |'mjust curious, what
mechani snms did you consider as a committee when you | ooked at
that, that that federal agency, in this case DHHS, woul d
assist the states in establishing regulatory prograns.

What nechani sm were you thinking about with that
suggestion? | nmean, how would that -- what woul d be the
mechanics of that? How would it play itself out?

MS. GOTTFRIED: Well, in part, that referred to
the prior experience that the FDA had with respect to the MJSA
and using that as a nodel. That the FDA was a convener and

wor ked with the various professional organizations to derive
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the regul ations that were then put in place.

MR. CAMPER: | see.

CHAI RMAN SI EGEL: And actually we haven't gotten
to that part of our discussion yet, but I nmean, that was the
nodel that | was going to throw out on the table is the one
that had to work. Because one of the things |I'm concerned
about is that it seenms like alternative Dreally is absolutely
conti ngent on congressional action to put alternative D in
pl ace.

And that there alnost is no way the NRC can nove
towards alternative D on its owmn. |Is that the committee's
consensus on that thought or not?

MR. VILLFORTH: | get ny nunbers m xed up. Which
one --

CHAI RMAN SI EGEL: You need sonething like the
MJSA for nmedical use of ionizing radiation to put in place a
set of federally mandated standards that the states would then
adm ni ster, and presumably there would have to be sone teeth
attached to it. And teeth could be HCFA rei nbursenment or the
fact that if you don't do it, then the federal governnent
comes in and takes over your state or sonmething |like that.

(Laughter.)

Mani f est destiny, or whatever it is.

MS. GOTTFRIED: Well, there was actually sone

sentinment that the NRC could initiate, for exanple,
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elimnation of Part 35 on its own given proper |egal counsel.
So that recommendation (b)(2) talks about NRC initiating
formal steps under the APA to revoke Part 35. And then if
Congress fails to act within two years in response to the two
recommendati ons to Congress stated above -- in other words,
I'd like to see Congress step in and take sonme action.

In the event that it can't or won't, what are the
options for the NRC?

MR. CAMPER: And under that nmodel, who filled in
then? Who took over those responsibilities? [If the NRC were
to renove itself, let's say in the course of a year's tine,
for exanple, what was the commttee's thoughts as to who would
fill in that regulatory void, if you will, at that point?

MR. VILLFORTH: The states.

MR. CAMPER: The states?

CHAI RMAN SI EGEL: But absent some congressional
mandate |i ke the MJSA that they have to adm nister this new
process, what would be their incentive for doing so?

MR. VILLFORTH: You're asking what the stick is
to do that?

CHAI RMVAN SI EGEL.: Ri ght .

MR. VILLFORTH: | don't think there is a stick

CHAI RMAN SIEGEL: | nean, the only stick that you
really hold out in the report is the fact that people in that

state wouldn't be able to get the materials that NRC controls.
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It turns out that, you know, you can make technetiumin a
i near accelerator if you're clever and choose to.

It's expensive. So there potentially would be
wor k arounds. What? It nmight be | ess expensive than |icense
fees. How much -- and this may be a tough question, but how
much were you bothered by the how hard the states had to be
pushed to get where you wanted the states to be, and
especially in ternms of ensuring that the states would achieve
the level of uniformty that I think we agree and that you all
t hought was appropriate so that -- | nmean, we woul dn't want
there to be five standard deviations of difference behind the
way things are done in |Idaho and the way things are done in
Massachusetts.

MR. VILLFORTH: | think it's a difficult question
to determ ne how nuch we're going to -- how nuch of an
incentive is going to nove us in that direction, particularly
when you have the non-nedical side -- the whole industrial
side there that's unadjusted. So you' ve got this kind of
schi zophrenic way of dealing with these sorts of byproduct
mat eri al s.

On the one hand, you want to encourage the states
to pick themup in the nmedical area. On the other hand,
there's nothing to give an incentive to the industrial or
ot her ki nds of applications of byproduct materials other than

being handled in the traditional fashion. | think if this
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thing gets | ooked at, one has to ask the question if you go

this far for this -- you know, the Congress may want to | ook
at this and say this -- you know, maybe this doesn't make
sense.

This was not the charge of the commttee to go
beyond the nedical arena. But it begs, | think, the question
does one need consistency in all the use of byproduct
mat eri al s.

MR. CAMPER: So | assune then for that reason
that that's why the idea of expanding the existing agreenent
state program-- in other words, the states that currently do
not regul ate byproduct material that are currently regul ated
by the NRC have a great deal of responsibility and work to do
under the nodel as proposed.

Simlarly, that could be acconplished through the
agreenment state program And so what | think I'mhearing is
that that wasn't an alternative because it went beyond the
scope of nmedicine.

MR. VILLFORTH: That's correct.

CHAI RVAN SI EGEL:  Yes, Dan?

MEMBER BERMAN: A lot of the inport, | think, of
the report is based on the idea that only about 10% or |ess
than 10% of radiation nmedicine is covered by what the NRC
regul ates. But isn't it -- did the conmttee give any thought

to the possibility that the fact that the NRC has been so
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i nvol ved in that 10% may have had a spill over effect on how
the states treat the rest of the 90%

And if that 10% -- that if you turn around and
remove the regulation of the 10% that it mght lead to
i ncreased variability of how the whole of ionizing radiation
I s handl ed.

CHAI RMAN SI EGEL: That's why they still have
f ederal guidance --

MS. GOTTFRIED: In part, that's true.

CHAI RMAN SI EGEL: -- in alternative D.

M5. GOTTFRIED: | nmean, | think that's a fair
question. And | think the commttee felt that in fact -- if
you talk to sone people around the country, they will say that

the NRC s influence with respect to byproduct may in fact

i nfluence their overall programs. The notion is to sort of
take that and authorize the states to expand and include it so
that in fact their programs will be maintained and

st rengt hened.

You know, whether that will occur -- and | guess
goi ng back to the previous question, and | just feel conpelled
to add sone of the conmttee's sentinments with respect to the
degree of variation fromstate to state. This is a very
m nuscul e area of radiation nedicine. And it's very m nuscule
in terns of what states regulate in general.

And there's great variation in aspects within the
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health care field and within environnmental issues, etc., etc.
And so in fact, it beconmes a phil osophical issue in terns of
state regul ati on versus governnent intervention. And | think
that's inportant to recognize. And the committee felt, with
respect to a cost benefit and with respect to the incidence of
"m sadm ni strations or adverse events," that in fact the
"risk™ was worth assum ng and testing.

CHAI RVAN SI EGEL: Jeff?

MEMBER W LLI AMSON: | was going to, you know, ask
about this issue. Did you assess or nmake any attenpt to
assess the variability of regulatory practices and their
ef fectiveness in the federally unregulated 90% That is,
assess the consistency of state practice.

M5. GOTTFRIED: We did. W actually wote to al
the states. We tried to get the regulations fromall of the
states with respect to NOARM and byproduct material. W
talked with the CRCPD. Their database was |l ess than up to
date with respect to those issues. It was very, very
difficult to obtain accurate information with respect to
regul ati on of NOARM

CHAI RVAN SI EGEL: Judith?

MEMBER STITT: A question. The preferred
alternative identifies a federal agency other than the NRC to
work as the federal agency that would provide guidance. Could

you just comrent on the choice of the Departnent of Health and
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Human Servi ces?

MS. GOTTFRIED: [1'll be glad to start off, and
I'"m sure John will have sone additional comments. The
commttee felt that the DHHS, and in particular -- well, DHHS

as the Department of Health and Human Services, and then in
particul ar the Food and Drug Adm nistration, has an extensive
background history in dealing with issues of radiation.

And in fact, the training there is also nore
attuned to issues of public health and safety with respect to
medi cal issues. And so, in fact, DHHS m ght in fact -- m ght
be a better |locus for this area since there is that history.
Al t hough the comm ttee stepped short of actually saying it
shoul d be FDA or CDRH within FDA, it suggests as a
possibility. But the commttee did not want to assune as sort
of a presunptuous attitude and prevent the secretary from
desi gnati ng where it should fall w thin HHS.

MR. VILLFORTH: | think that's right. | think
you were pulling on the history that the FDA was invol ved.

And as Kate said, they didn't want to be presunptuous. |
think that what's happeni ng downtown, at |east this norning
Wi th Senator Kassebaum wi th her new senate bill where | was at
the -- or preparing her proposal is to nove the -- all the
radi opharmaceuti cal progranms fromthe Center for Drugs into
the Center for Devices and Radi ol ogi cal Health.

Now, what -- there were -- hearings are going on
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t hrough this afternoon and through tonorrow. | have no idea
whet her -- to what extent that will be commented on, but
that's in the bill. And whether that will end up in the --
that will go anywhere or not, but it's interesting that that
particul ar proposal had been made to -- | guess recogni zing
t hat perhaps radi opharmaceuticals aren't really drugs in the
sane sense that sonme other things m ght be defined as drugs.

It's a little loose translation. But it's an
i nteresting observation. So | think sone things are happening
down there too. Down there being in Congress.

CHAI RMAN SI EGEL: Lou, you had a coment?

MEMBER WAGNER: Yeah, on the recommendati on
(a) (1), page 16, there is a sentence here that specifies sone
of your goals of renoving authority fromthe federal |evel
And you say first it elimnate prescriptive and costly
regul ations that yield marginal risk reduction. Did the |OM
I nvesti gate whether or not state regulations that are not NRC
driven are perhaps also prescriptive -- too prescriptive and
costly, and that indeed the states will end up perhaps falling
to the sane folly that the NRC has fallen to?

MR. VILLFORTH: | don't know that that was
considered that the states would be overly prescriptive. |
think the feeling was -- and it's just a feeling that | had --
that the states were not particularly enthusiastic about the

specifics of some of 10 CFR 35 in terns of quality, the
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qual ity assurance, or the aspects that have to do with the
patient reporting. And ny inpression was that that was not
sonet hing that was greeted with a ot of enthusiasmwthin the
states. And | may be w ong.

MEMBER WAGNER:  Well, | think that that's
probably true. |'mnot sure what all the notivation for it
woul d be, but | think that that is true in part. But 1'd |ike
you to read sone of the state regul ati ons and see how
prescriptive they are and how costly they become for users
because they're equally as burdensone in many cases.

The other issue is in regard to the 10OMs
i nvestigation into the causes of why the regul ati ons perhaps
got out of hand and were overly prescriptive and too costly,
did the IOMreally investigate the actual cause?

| know there was a lot on the history and there
was a description of the history of what occurred, but could
the I OM possibly give us any insight into why this occurred,
what was the mechanism the driving force? Was it a matter of
knee-jerk reaction to events, single events, or was it a
matter of sonething intrinsic within the regul atory way that
they devel op regul ations that could have led to the state
we're in today?

MS. GOTTFRIED: | don't think the comnmttee
really understood that or knew. The history, in fact, gives

sone suggestion of the way in which regulations are devel oped,
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but there is no docunentation that we could uncover or that we
really focused upon in order to understand that.

It's an interesting question. M own sort of
guess is that that's part of the way in which things unfold
when you're devel opi ng regul ati ons.

MEMBER WAGNER: The thing that I worry about is
now if we turn it conpletely over to the states, we're going
to have 50 different regulatory bodies falling to the sane
folly, conmtting the sanme errors that were done before
wi t hout any recognition of why they got thenselves into that

fix in the first place.

MS. GOTTFRI ED: | think that's a fair question,
al t hough, | nean, the hope and expectation is that the CRCPD
inits divine wisdomand its expertise will, in fact, be an

i nportant | eader and, in fact, provide nodels for the states
to adopt.

CHAI RVMAN SI EGEL: | think Dan's been chonpi ng at
the bit.

MEMBER FLYNN: Yes. It's a followup. [|I'm
sonewhat concerned about your statenent that you tried to get
all the state regulations. That nmeans you didn't get all the
state regulations. |Is that correct?

MS. GOTTFRI ED: Correct.

MEMBER FLYNN: Well, then --

MS. GOTTFRI ED: We've got a hodgepodge fromthe
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various states in ternms of what exists. And we've got

mllions of pages of things from sonme states and fewer pages
and comments that said, "Well, we have four volunes. W don't
know how we'd get themto you." It was really not something

that was a clean, "Gve us Statute X, Y, and Z for us to
review so that we can understand the way in which you
regul ate.”

MEMBER FLYNN: Well, that concerns me because it
seens very premature for you then to put the whol e program
onto the states. | nean, it sounds to ne then you have no way
to eval uate whether the CRCPD s suggested state regul ations
are being inplenented by the states or being adopted by the
states. And |I'd be very concerned about states that didn't
respond.

For example, | don't see what woul d be the
problemwith Alternative E.  And |I'm surprised, then, you
didn't adopt Alternative E, which goes one step further than
Alternative D by giving regulatory authority to a federal
agency in a situation of last resort, nanely no state program

You don't have the evidence to present to us that
the states are doing it. You haven't collected, you haven't
even gotten, responses fromall the states. The responses
you' ve got have been nonuniform You have no way to see
whet her the state prograns even conply with the CRCPD. So

really don't understand your recommendation at all.
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MR. VILLFORTH: |'m under the inpression that the
conference does do sone evaluations and has done sone
eval uations on certain states. So that there is an attenpt
t hrough the conference to get a sense of uniformty.

In terms of the extent of that, | don't know how
extensive it is, but there is some elenment of quality control
in that process. | think that the experience that FDA had
with, say, the X-ray or the industrial side, the industrial
machi ne side, of this with the states' prograns would indicate
sonme el enments of consistency.

Quantitatively | can't give you an answer to
that. And | don't know what the nunmbers were when you --
whet her you have the actual nunmbers, Kate, fromthe response
to the regs. | think they're so close to the suggested state
regs | didn't note whether those are different.

" m not sure that having all of those regs would
necessarily be an indication of the quality of the state
program | think you have to go independently and see how
wel | they are being maintained.

MEMBER FLYNN: But woul dn't you want to know, at
| east on a voluntary basis, how well the states have
recogni zed the CRCPD in terns of: Have they seriously
consi dered sone inportant suggested state regul ati ons that,
let's say, the CRCPD felt were extrenely inportant and very

core recomendati ons that perhaps a nunmber of states haven't
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adopt ed?

Per haps those are the states with very weak
prograns. These are the states you're going to turn the
entire programover to. They're probably the states you
haven't gotten responses from

So Alternative D doesn't give a backup, a
fall back position, where this federal agency, whatever that
federal agency m ght be, can step in and provide the
protection to the citizens of that state in that event.

MR. VILLFORTH: | have seen sone data -- | don't
have access to them and | don't know how far back they go --
showi ng the conparison of sone of the state programs with
t hose who have adopted the regul ati ons and how extensive they
are.

The conference did put sone of that out in the
past. There are probably sone other people here who can
comment on that nuch better than I can who have been invol ved
with the conference.

"' m not sure that my being unable to answer that
necessarily neans that it doesn't exist.

M5. GOTTFRIED: And | would like to just add
again, as we were discussing earlier, it's an inportant point,
but the 90 percent that's already subject to state regul ation,
what's going on with that in terns of people being concerned

or not concerned, we don't have this outcry that there's
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I nadequat e regul ation of NOARM And there are hundreds of
death as a consequence or even m sadm ni strations.

| think you really have to take into
consi deration the expense and the tinme consunption and all of
t hose issues that people who were dealing with nmedicine on a
day to day basis consider and the safety of the public and
whet her or not there is, in fact, a disconnect.

MEMBER FLYNN: Well, many of these states, quite
frankly, may not have the expertise. And they sinply adopt
the NRC regul ations and apply themto |inear accel erators and
radi ati on oncol ogy.

MS. GOTTFRI ED: Why woul d they change, then?

MEMBER FLYNN: Sonme may not.

MS5. GOTTFRIED: | guess | don't know what woul d
make us presune that, in fact, they would suddenly rescind
their existing regulations for NOARM

MEMBER FLYNN: |I'm just not confident that the
states are adnm nistering the regulations in a relatively
uni form fashion. | haven't seen that. That's why | thought
perhaps all 50 states had responded to your request for
i nformation, but | guess they haven't.

MR. VILLFORTH: | would say with ny experience in
t he machine area, X-rays specifically, that if one goes back
and | ooks at the extent with which the states have conducted

surveys, conducted enforcenment progranms, have worked with the
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federal government or the FDA in this area, | would guess that
there's a tremendous degree of effectiveness and efficiency
t here.

| don't know the data for the byproduct material.

I think a |large extent is also applied to the NOARM  And,
again, you' ve got people here in the audi ence who could
probably speak nore conpetently on that.

CHAI RMAN SI EGEL.: Larry?

MR. CAMPER:. M question is sort of a follow on
to Lou's question and deals with cost. As | read the report,
the conclusion is reached that the NRC programis expensive.
And in Chapter 4 you provide a fair ampunt of data in terms of
numbers of the cost of our prograns, fees collected, licensure
costs, et cetera, et cetera.

But | didn't see a conparable body of information
for the states. And, therefore, | could reach no concl usion
as to what the delta is between the two approaches. Did you
deci de that that wasn't necessary or that the data wasn't
avai |l abl e or you didn't think it was necessary to reach a
concl usion? Wy no conparative information?

MR. VILLFORTH: | don't renenber that we went out
and tried to get that information. [It's a good question.

| think that certainly one of the presunptions is
that the state people working in the area if one is doing a

hospital inspection, one has all the sources avail able, both
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machi ne NOARM and byproduct material. There certainly is an
efficiency in that process, as opposed to going into a
hospital for just X-ray and then having sonmebody fromthe
regional office go in there for byproduct material. It has to
be a cheaper process than having somebody cone out of the
state capital and go into a facility and review all of the
radi ati on sources that are there.

MR. CAMPER: But, as a practical matter, though,
many of the states are using inspectors strictly for X-ray,
for exanple, and strictly for materials uses.

VI LLFORTH: |I'm sorry? Say it again. The --
CAMPER: Some states --

VI LLFORTH:  Yes.

> 3 3 %

CAMPER: -- are, in fact, using inspectors
strictly for materials uses and strictly for X-ray uses. The
i nspectors are not one and the sane.

MR. VILLFORTH. | don't know that. Again, you're
probably right for some of the programs. And sone of them are
split.

MR. CAMPER: Right, exactly.

CHAI RMAN SI EGEL: Jeff?

MEMBER W LLI AMSON: Yes. When | read the report,
| agreed with many of the sort of basic phil osophi cal
prem ses, but | was concerned a little bit at the |l ack of

specificity, not so much in the criticisns of the existing NRC
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regul atory framework, but | really didn't see articulated a
sort of positive vision of what a successful regulatory
framework for ionizing radiation nmedicine would be.

And wi t hout sort of echoing what Lou said,
putting your thunmb on what is the cause why we have this sort
of awful problem now and what is to prevent one big Attila the
Hun from becom ng 50 little Attilas? Attila the Hun? | got
t he number right here. That that concerns --

MEMBER SWANSON: Attilas the Huns.

MEMBER W LLI AMSON: Attilas the Huns? Okay.

So that concerned ne. And I'Il put it in the
formof a question. What's your positive vision for what an
appropriate regul atory framework, regardless of who
adm nisters it, would be for nedicine?

MR. VILLFORTH: Well, first of all, | would say
it wouldn't be regulatory. It would be public health. And
under public health, I would say that there are two el enents.
One is a regulatory elenent, and one is an educati onal
el ement .

And | think the states tend to be focused in on
public health, and I think the states use regulations as a
tool. The states also use education as a tool to try to
acconplish their m ssion

And it would seemto me the vision would be that

if one can get this out of a federal regulatory program NRC,



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

196

which is attuned to the regulatory process, and put it into a
state which has the sensitivity to use education as well as
regul ation, that you're going to achieve public health much
better than you would under the present system

MEMBER W LLI AMSON: | guess | was nobre concerned
-- 1 think many of my concerns as a practicing physicist have
to do alittle less with NRC and agreenent state invol venent
in protection of personnel and public health and so on and
nore on what seens to me to be a well-intended but still
somewhat m sgui ded intrusion into the practice of nedicine as
it's applied to specific patients, that there are specific
criticisms; for exanple, the quality managenment program the
m sadni nistration reporting rule.

So back to nore specifically the issue of quality

in medical practice, what would be your answer, as opposed to

public health, if I'm understandi ng?
MR. VILLFORTH: 1'd like to think that public
health is quality, but I'mnot quite sure | understand your --

MEMBER W LLI AMSON: Quality of nedical treatnent
delivered to the patient, | guess, if --

MR. VILLFORTH: And that is to nmake sure it's
avai | abl e, on the one hand, and to nmake sure that it's safe
and effective, on the other hand. So you're tal king about the
spectrumof it. And that's to ne what it's all about or |

think that's what the commttee reflects that it's all about.
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And | think the way to do it is as identified here.

The collegial environnment that | think that many
of the states have been involved in, many of the states have
started in these prograns years back wi thout a regulatory

mandate and had to use a collegial environment to get things

done.

And then as the regul ations develop, | think they
still, many of the states, continue or nost of the states
still continue with that cooperative effort. And it doesn't

mean when they have problens they don't use the enforcenent as
a tool, but I think that that has been perceived as m ssing
under the NRC program that it's been very -- |'ve heard words
"puni shing” in its enforcenent.

MS. GOTTFRIED: In addition, in ternms of quality
issues, | think it's really inportant to recogni ze that
quality is not something that you regul ate necessarily at the
federal government |evel and that, in fact, there's a
tremendous amount of in the marketplace drive for controlling
quality and that as we enter into the era of managed care,
we're going to see that nore and nore.

And the reality is that there are so many
organi zations, the JCHO, all the different professiona
organi zations, that relate to issues of quality.

CHAI RMAN SI EGEL: Lou?

MEMBER WAGNER: How do | put this in perspective
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here? First of all, 1'd like just to nake the comment that
the fact that you got vol um nous regul ations from sonme states
shoul d have been a clue that perhaps in sone states they're
over-prescriptive. And this is sinply going to be repeated on
a massive scale unless there's sonme guidance as to howto
prevent over-prescriptive regulation. And | was di sappointed
in the lack of that within the report.

So what | would like you to focus on nowis the
answer to this question. When you nmade the decision regarding
going to states or having a federal body, what is it within
t hat decision led you to believe that the nechanismto prevent
the very things that we have now from occurring woul d now
occur in the way you would want it to occur? Why the state
deci sion versus a federal oversight body? What made you draw
that |ine between those two?

MR. VILLFORTH:. Well, again, as | said, the
states are there. They've done this. They've worked in that
col | egial environnent in the beginning of those prograns
that's evolved. They're closer to the users.

And | think that there's a greater sensitivity
and a commtnent on their part with their advisory commttees
to be responsive. | think there's a perception that
Washi ngton's a | ong way from nost of the states, and it's hard
to influence the decisions that go on with the regul atory

process in Washington. [It's easier to have a sensitivity in
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that process at the state |evel.

What will prevent them from being nore
prescriptive if we have, which we have, the suggested state
regul ati ons, which provide sone consistency? |It's going to
take a breaking with their state coll eagues for sonebody to go
of f and be unreasonably prescriptive with sone aspect of a
regulation. | think the whol e purpose of the conference and
t he purpose of the various commttees that neet constantly on
these areas is to try to provide a consensus anong the states
to be in |ine.

Now, anybody can pop up. Any state can pop up
and do sonething ridiculous. What's to prevent that? | don't
know that there's anything to prevent that other than the
possibility that their coll eagues or the federal agency that's
supposed to overlook this will have an influence.

CHAI RMAN SI EGEL: Dennis, then Dan.

MEMBER SWANSON: One question | have --

CHAl RMAN SI EGEL: |'m sorry.

MEMBER SWANSON: And nmaybe you can enlighten ne.

CHAI RMAN SI EGEL: Up next.

MEMBER SWANSON: Who constitutes the conference
on radi ation control program directors? How are people
appointed to this? What nmechanisnms do they have to ensure
i nvol vement of the regulated comunity in the devel opnent of

their model regul ations and eval uati on of their nodel



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

200

regul ations? Do they publish these in Federal Regi ster
notices, like the NRC does? |Is there a nechanism for ensuring
that the regulated community is actively involved in nodel
regul ati on?

MR. VILLFORTH: You al nost have to again go back
to the audience and find out whether notices of availability
of these are published. Do you guys know?

MEMBER QUI LLIN: They're not published in the
Federal Register.

MEMBER SWANSON: Notices of availability are
avai | abl e?

MEMBER QUILLIN: | don't think so, no.

MEMBER SWANSON: Okay. So the answer is there is
no way to assure other than the -- go ahead. Dick G oss?

CHAI RMAN SI EGEL: Pl ease cone to a m crophone and

identify yourself.

MR. GROSS: |'ve been successful at avoiding this
m crophone up until this point. I'msorry to raise ny hand.
I"'mDick Goss. |I'mwth Food and Drug Adm nistration, the

Center for Devices and Radiol ogical Health. And the reason
I"m standing up nowis that |I've worked with the conference
now for about 10 years, | guess, as the FDA project officer
for the federal funds that fund this program

Wth respect to the operation of how the

suggested state regul ati ons work, for one thing, they're in
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t he process of changing those nmethods. And so what | say

ri ght now may not

devel oped,

But ri ght

be true in about six nobnths.

now t he regul ati ons as they are

the regul ations thensel ves come froma | ot of

different places. They cone from one, federal regulations,

wher e federal
regul ations or

don't know.

can.

i denti cal

regul ati ons nmust be adopted by a state and NRC
EPA regul ati ons or OSHA regul ations or -- |

You guys can list themoff a | ot better than |

Where those regul ati ons demand that they be

that's a pretty sinple process. They don't get

into the suggested state regul ati ons docunent until they're

f eder al

regul ations.

So they conme directly fromthere.

The next source of ideas for regulations cones

fromthings |ike the NCRPM National Council on Radi ation

Prot ecti on Measures.

afraid.

Acronynms get enbedded too deeply, |'m

The concepts that are outlined in those kinds of

docunents get then translated by a working group within the

conference to take these concepts and put theminto

regul ati on. That process involves people on the commttee,

whi ch include nenbers of state radiation control prograns.

There are sone federa

peopl e involved in that typically and a

range of what are known as advisers, who are people fromthe

medi cal

pr of essi on or

i ndustry or wherever who are interested
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in that topic. And they participate in the devel opment of
t hat .

And so fromthat point, then they go through the
devel opnent of a final draft. The draft gets circul ated for
review. Now, who does it get circulated to? Well, obviously
t he peopl e who have been working on the docunent are expected
to take care of their constituents. And, therefore, the
pr of essi onal groups, the industry groups and so on are
involved in that review. And then it also cones eventually to
the federal agencies for concurrence or not. And then it is
publ i shed as a final docunment avail able fromthe conference.

The process fromthat point, though, I think is
inportant to this group. | think it's very inportant to
under stand that once a regulation shows up in the suggested
state rules does not necessarily nean that it's going to w nd
up in state rules because the states al so have their
adm ni strative procedures acts which require themto go
t hrough an open process of adopting these rules. And so, as a
matter of fact, everybody gets now a third crack dependi ng
upon where you're comng from at |east a second crack at how
these rules are going to be finally inplenented.

And so | think it's inportant to recogni ze that
t he suggested state regs are sinply suggestions, that before
t hey can becone enforceabl e by anybody they have to go through

the individual state adm nistrative procedures that are
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required to inplenent these regul ations.

Thank you.

CHAI RMAN SI EGEL: | think Bob was next, actually.
Yes.

MEMBER QUILLIN: | just want to add one thing to

what Dick said, and that is that the conference publishes a
newsl etter which basically updates the nenbership and those
who take that newsletter as to what rul emaki ngs or suggested
state rul emakings are in the process. So that it also invites
participation to for people who want to participate in that
process.

CHAI RMAN SI EGEL: Dan, go ahead.

MEMBER FLYNN: What you brought up about managed
care | think is very inportant in terns of assuring quality.
Some i nsurance conpanies are requiring, for exanple, radiation
oncology facilities to be accredited by some body. And I know
because | was a site visitor. |'mon a commttee for the
Ameri can Col | ege of Radi ol ogy.

But the Anerican Coll ege of Radi ol ogy standards,
as other professional societies, are devel oped at a national
basis with feedback and input from everyone in all the states
and a certain nunber of core standards, let's say, in
radi ati on oncol ogy are devel oped. And when these facilities
are surveyed, they're surveyed on the basis of whether they

nmeet these core standards.
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Now, the Anmerican Coll ege of Radiol ogy has al nost
50 state chapters. They could have del egated these standards
to be devel oped in each of the 50 states, which I think woul d
be a nightmare personally to have 50 sets of standards by
which the facilities in those states would be judged. And
then | can see these insurance conpanies dealing wth Mntana
and Nebraska and |daho, all with different standards and not
quite sure where to put things.

The same with the JCHO. They don't have 50 state
JCHO chapters with 50 sets of regulations.

So when | read your report, | think putting the
power in the states is inportant. And uniformty is
inmportant. But | guess | still don't understand why Choice E
isn't superior to Choice D because if you had sonme very | oose
or distant federal oversight they could ook at, let's say, in
the 50 states, they may find two or three states which are too
prescriptive and maybe two or three states which aren't
prescriptive enough and aren't neeting these core standards,
whi ch are devel oped on a national basis. And so | think
that's where | personally feel the weakness is of the report.

But | think Choice E is nmuch better than Choice D
for that reason.

CHAI RVAN SI EGEL: Lou?

MEMBER WAGNER: |'d just like to comrent that the

prescription | just heard about how the CRCPD goes about doing
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things and offer to the states and the states offer to their
constituents for coments is exactly the sanme as what the NRC
I's doing on a national scale. | don't see any difference.

It is conpletely, it is very nmuch dom nated by
people within the bureaucracy who have dom nation over what
it's going to be in decision-mking powers. And it ultimtely
conmes down that you end up with rules that, even though the
advice is against the rules and even though this Commttee
recommended against a QM rule and did other things, it stil
comes out. And they come out in these overly prescriptive
forms. And it still gets generated the sane way. And | don't
think this is going to stop the process unless there's sone
good gui dance as to how to stop the m stakes of the past.

CHAI RMAN SI EGEL: To use this norning s anal ogy,
50 yo-yos, instead of one.

MEMBER WAGNER: Yes, 50 yo-yos, instead of one.

CHAI RVAN SI EGEL: We were tal king about
governnment by yo-yo and reacting to the | ast bad experience as
the way we govern in the United States nuch of the tine.

You're attracted to Option E. Summarize for us
just for a nmonment why F, what the principal argunments agai nst
F were. Were they primarily because you thought F would be
t oo expensive? Because clearly ensuring uniformty would be
best achieved if there was one federal agency, ideally a

medi cal agency, not a radiation agency per se, that had



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

206
overall responsibility, at least so it seens to ne.

MS. GOTTFRIED: F I think: a) was the cost, but
al so b) was the issue of now you're federalizing al
regul ation of radiation medicine. And the commttee felt that
t hat was nore extreme than they wanted to propose, that, in
fact, you know, 90 percent isn't being regulated at the
federal level, it's not necessary, and you're going to create
an additional nonolith.

CHAI RVAN SI EGEL: So that the commttee was
dom nated by Jeffersonians, rather than Ham | toni ans.

MS. GOTTFRI ED: Absol utely.

CHAI RMAN SI EGEL: Absolutely. Jeff?

MEMBER W LLI AMSON: No. You've said essentially
what | was going to say, that, renmenber, they were driven by
the view that it's not rational to make radiation nedicine an
anomal y when it appears that none of the rest of medicine has
this kind of oversight nor appears to need it.

CHAI RMAN SI EGEL: Judy, you've been very quiet
t oday.

MEMBER BROWN: | have. | was interested in the
conposition of the commttee and specifically the separate
statement by Robert Adler. Can you tell ne how his remarks
t hat nmust have gone through the deliberations were received?
Was it a total one against the world or --

MS. GOTTFRI ED: There was unanimty anongst al
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the commttee nmenbers with the exception of Robert Adler. And
the commttee and the 1OM the National Acadeny of Sciences,
recogni zes an individual commttee menber's right to, in fact,
register a formal di sagreenment or supporting statenment for
their perspective and that, in fact, that goes through the
revi ew process, as does the entire report. And it was felt
that there are instances where those statenments m ght not be

I ncorporated into a final report, although they're rare. And
in this instance, there was no question that this should be

i ncluded in the report.

MEMBER BROWN: Thank you

CHAI RVAN SI EGEL: Jeff?

MEMBER W LLI AMSON: Well, to restate my concern
in a different way, the argunent against federalization of
regulation in radiation nmedicine is essentially the
Jeffersonian one. But, yet, what concerns ne is that nothing
I n your proposed nechani smturning everything over to the
state and the Council of Radiation Program Directors assures
us that they' re going to follow sort of the Jeffersonian
di ctates of you phil osophy. There's nothing at all, it seens
to me, to make them do anything except sort of slavishly
follow NRC -- well, | shouldn't. Let me rephrase that.

It sounded like fromthe description a |ot of the
content of these suggested state regulations was basically

sinply sort of imtating or adopting in nore general form what
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NRC rul ed should be the case with the 10 percent of federally
regul at ed medi ci ne.

And so what is there in your -- | don't
under st and what nechanismthere is to sort of prevent this
mechanismfromsinply followng the path, well-established
pat hway, of the past of over-regulating, maybe not just the 10
percent, but now 100 percent, of radiation nmedicine in a way
that is a conplete contradiction with the rest of the practice
of nedici ne?

MR. VILLFORTH: Well, | think the answer is that
it hasn't been done that way as far as the rest of ionizing
and non-ionizing radiation as far as the states are concer ned.
| don't think that I'm aware that they're out aggressively
pursui ng sonething that's detrinmental or overly prescriptive
or what have you.

| think the states are saddled with an incredibly
conpl ex problem of dealing with the EPA and the OSHA and t he
FDA and the NRC and so forth. And | think they're trying to
do the best they can with those kinds of resources. So |
don't think they were out there | ooking for new areas to
become overly restrictive. And it hasn't been that way that
" maware of in the nmachine-produced areas.

You' re shaki ng your head. You disagree.

MEMBER W LLI AMSON: |I'm no expert, but ny

under st andi ng, there are sone states that have extrenely
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active and vigorous enforcenent agencies and kind of have
pretty much taken the NRC perspective and generalized it to
NOARM if |'ve got the acronymright. Anong the states by
reputation, not through any thorough investigation |'ve done,
woul d include New York, Texas, extrenely vigorous and
aggressive by reputation.

MR. VILLFORTH: | was tal king about
machi ne- produced radi ati on.

MEMBER W LLI AMSON: |'m tal ki ng about
machi ne- produced radi ation, too.

MR. VILLFORTH: You said NOARM |'m confused.

MEMBER W LLI AMSON: NOARM | thought was your
acronym for stuff that was produced by other sources, other
t han byproducts.

MR. VILLFORTH: No. It stands for Naturally
Occurring and Accel erat or-Produced Radi oactive Materi al .

MEMBER W LLI AMSON:  Yes.

MR. VILLFORTH: So it's radioactive material.
It's not machine, not X-rays and --

MEMBER W LLI AMSON: Okay. |'mtal king about
external. [I'mfromradiation oncology. So | --

MR. VILLFORTH: Right.

MEMBER W LLI AMSON:  -- naturally think of |inear
accel erator when | think of the 90 percent.

MR. VILLFORTH: Well, that wouldn't be NOARM
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Well, the materials would be NOARM but the accel erator woul d
be machi ne- produced.

CHAI RMAN SI EGEL.: Dan?

MEMBER BERMAN: | think the opposite side of the
coin mght also occur. And that's what | was getting at
before. | think there are certain states that probably don't
consi der that they have the expertise or want to put much tinme
into regul ati on devel opnent as others. And they follow NRC
gui del i nes, probably extrapolating fromthe 10 percent
potentially to the 100 percent.

It's possible that if there is no |longer the 10
percent being regulated, that a | aisser-faire kind of approach
could develop in certain states with respect to overal
regulation in radiation nedicine and that you get into the
probl ens that were the kinds expressed about the laisser-faire
approach if there aren't any teeth put into nmaking states
conmply with a certain |evel of regulation. Ws that
consi dered by the commttee?

MR. VILLFORTH. | don't recall that there was any
di scussi on of any punitive action or financial action that
woul d be taken against a state. | don't think that was a part
of any of the options if they did not conply or becane so | ax
in their enforcing of it.

MEMBER BERMAN: No. Was the potential that there

could be a laisser-faire devel opment in certain states if



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

211

there's no longer an NRC control of the 10 percent?

MR. VILLFORTH: Yes.

MEMBER BERMAN: Was that discussed? And what was
t he outcone?

MR. VILLFORTH: No. | think the point m ght be
that in sone states where, for whatever reason, whether it's
t he nedical community or the user community, that the
consuners m ght feel that even what is recomended by the
suggested state regulations is too restrictive and that one
should go to a |l aisser-faire approach. That could happen,
yes. So there was a potential for that to occur.

CHAI RMAN SI EGEL: And that woul d make Thomas
Jef ferson happy.

Judi t h?

MEMBER STI TT: Question: |If the states then took
over this business, that would | assune increase their cost of
doi ng business? Is that absorbed by the state or nonies cone
fromany other directions to take on this business?

MR. VILLFORTH: It's going to cost the states
nore, whether that goes through, whether they adopt user fees
to pick that up or whether they transfer from other prograns.
And that's a concern, and that's possibly the kind of
question, concern that was expressed here, that it nay be nore
an econom c reason for laisser-faire than it would be for a

phi |l osophical reason. [It's a potential.
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CHAl RMAN SI EGEL: Any other? Bob?

MEMBER QUI LLIN: One of the statenents in here is
that if there was not a state programto license a facility,
t hen they could not receive material. Was there any
di scussi on of what would result fromthat alternative? Ws it
just assuned that they, therefore, would get a |licensing
program or what woul d happen where a state such as Wom ng
whi ch has no program and has no intention of getting a
program stays the same?

MS. GOTTFRIED: You're referring to they woul dn't
get byproduct material ?

MEMBER QUI LLIN: That's right.

MS. GOTTFRI ED: The committee considered that,
and they felt that that was, in fact, a very inportant aspect
of the report and that, in fact, it would be an incentive for
the states to expand their existing prograns to incorporate
byproduct material s.

CHAI RMAN SI EGEL: | heard that Wonm ng wants to
buy its services from Col orado.

(Laughter.)

CHAI RVAN SI EGEL: Larry?

MR. CAMPER: Under the federal guidance the DHHS
woul d play in the nodel, there's one of the things that they
were going to do: nonitor the effects of deregulation. The

deregul ation that's being referred to there is what, the



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

213

effect of NRC w t hdrawal ?

MS. GOTTFRI ED:  Yes.

MR. CAMPER: Over tinme?

MS. GOTTFRIED: Yes. Barry?

CHAI RMAN SI EGEL: Theresa?

MEMBER WALKUP: My question is under A2. It's
the one following his. "Enhancing training and standards for
heal th care personnel."” Could you explain what you neant by
t hat and who exactly would pay for that?

And the reason |I'masking is radiation therapists
and people on that |evel right now by the ART responsible a
|l ot of times with downsizing in hospital and the costs are
responsi ble for their own continuing education. 1Is this going
to be another financial burden on those people or is this
going to be supplied by the Health and Human Servi ces?

MS. GOTTFRIED: | think the thought in this
i nstance was that one of the guidance areas that the HHS
shoul d be involved in is educational and so that there would
be an enphasis fromthe federal level to help and assist in
the training of personnel.

MEMBER WALKUP: So you're tal king about at the
coll ege | evel or at the working |level or --

MS. GOTTFRIED: We'd not get into that kind of
detail, but nmy assunption is nore along the lines of in the

wor kpl ace, as opposed to within the educational systemitself.
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But | suppose if it was determned that it should start at an
earlier phase, then that was sonething that they could | ook
at .

CHAI RVAN SI EGEL: Lou?

MEMBER WAGNER: Did the comm ttee recogni ze that
there is a preponderance or a pervasive difficulty in the
education and qualifications of people who are perform ng
procedures with ionizing radiation?

MR. CAMPER: May | ask a trailer as you think
about your answer? More specifically, in 1980 there was the
Omi bus Reconciliation Act. You're famliar with that. And
t hrough that process DHHS brought to bear the concept of
i censure of technol ogists, for exanple, in the states.

It is now 16 years later. | think it's had a
m xed pat hway of success or failure depending on how you | ook
at it. Didthe commttee |ook at the track record of how that
training inplementation and |icensure has gone? And would
t hat be sone benchmark of success perhaps in the future for
DHHS in the area of training of personnel ?

MR. VILLFORTH: | don't know that the conm ttee
| ooked at the effectiveness of that program The tenplate is
there through that programif it's needed as described here.
There is regulatory authority for that training, which would
apply to nuclear nedicine as well as X-ray and any of the

ot her applications. So that the tool is there. And that's
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adm ni stered by one of the other elenents in the Public Health
Servi ce.

So no, | don't know that | know the effectiveness
of that.

CHAI RMVAN SI EGEL.: Lou?

MR. VILLFORTH: | could give you a guess, but --

MEMBER WAGNER: But you didn't answer ny
guestion. And ny question was: Did the conmttee address any
i ssue or have any findings that there was a deficiency in the
education or the training of sone individuals who are
responsi ble for the delivery of radiation in nmedicine?

MR. VILLFORTH: No. | don't think the commttee
went out and searched that information that nucl ear nedicine
physi ci ans or radiol ogists or technol ogi sts needed additi onal
training, | think. But the question of quality assurance and
t he aspects of radiation protection in these specialties,
there's always the inportance of continuing education. And
t hese are the kinds of things that have sone val ue.

| think, again, the mammography quality assurance
is not a bad exanple where there is sonme suppl emental training
and awar eness that needs to be done in that area.

CHAI RMAN SIEGEL: All right. Looks like we're
questioned out for the nonment. W still have a lot of work to
do as an Advisory Commttee here. | think it's tinme for us to

take a break, 15-m nute break. And then when we resume, we
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wll start to tackle sonme of the remaining questions. W hope
you will be able to stick around as we tear down your report.
Remenber, we're a friendly audi ence.

(Wher eupon, the foregoing matter went off the

record at 3:28 p.m)

CHAI RMAN SI EGEL: Professor Wagner, seat thyself.
Professor WIlIlianson, sit down.

We're about to provide you with wi sdomnow. Are
we ready? All right. W are back on the record. All right.
We have had a chance to ask sonme key questions of the folks
fromthe NAS and IOM Now | think we need to get back to the
questions, at |least as a framework for continuing the
di scussion. | actually think we can just charge right in now
and attack question one, since that's actually the one we've
tal ked the nost about for the |last hour and a half. So let's
do it.

| am not quite sure of the right way to do this,
but | suppose we could begin by asking how many of us support
alternative D as it's currently expostul ated by the NAS | OM
| only use real words.

The other way to do it would be to just go around
the table one at a tine and say which alternative would each
of us have picked and why. \VWich would you find nore hel pful ?

MR. CAMPER:  Well, | think it would be

interesting, be valuable to the staff and particularly to the
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Comm ssion to know as a question is whether or not the
commttee agrees with the recomendati on of the acadeny, given
t hat you have been in the position of advising us on policy
matters for sone tine now.

Then in addition to that, specifically where each

comm ttee nenber stands nay be of value as well. Actually I
guess I'msaying | think both are inportant. | think both are
i nportant.

CHAI RMAN SI EGEL: Okay. Let ne suggest that we
al so consider the followng. One is that D as currently
configured, we are troubled by the fact that D doesn't seemto
have very nuch teeth. So another way that we could consider D
is Dwith nore teeth. Nanmely, D nodeled after sonething |ike
t he Mammography Quality Standards Act, where there was a
Federal mandate with a set of regulations put in place by a
Federal agency to be defined and adm nistration by the states,
but in accordance with the Federal mandate.

So that is a little bit stronger than Federal
gui dance.

MR. CAMPER: That's E. You just explained what E
was.

CHAI RMAN SIEGEL: Well, it's not quite E. It's D
and F. It's E-ish. D-ish E, | suppose.

MR. CAMPER: | think it's a little bit different.

E seens to inply that the Federal Governnment steps in in those
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cases where the states have not, for whatever reason, chosen
to inplenment a program or an acceptabl e program

As opposed to having the hook, if you will, that
currently exists in the MJQA, in that the MQSA nust be
conducted in facilities, because if your facility doesn't
undergo the certification process, thou shall not be
rei mbur sed.

MEMBER FLYNN: | guess | didn't know what teeth
meant. You nean you're going to step in with gunms with no
teeth?

CHAI RMAN SI EGEL: Teeth woul d be no
rei nbursenment. That's | nmean currently one way the Federa
Governnent makes things work for medicine, is to say if you
don't do this, you don't get Medicare reinbursement. Since
Medi care i s arguably anywhere between 40 and 50 percent or 40

percent in nost hospitals, and increasing as the boonmers get

ol der -- yes, Medicare is going to go to nanaged care, so that
will be even worse. That will be a double whamy.

At any rate, where was |? | lost ny thought. So
that would be the teeth on D and a half, if you will. Wuld

be a federally mandated program adm ni stered by the states,
and necessitated by that's how you get rei mbursenment. It
still allows the states to have sone latitude, but still a
little bit Jeffersonian. That's one thing.

Now t he ot her thing, concept that Larry threw out



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

219

on the table and nentioned briefly, and I want to make sure
all of you understood that, was this issue of sinply figuring
out a mechani sm Congress figuring out a mechanism that would
essentially force all states to beconme agreenent states, which
means that essentially all the materials progranms |ock, stock,
and barrel transfer to the states.

At that point, the NRCis left with essentially
no |icensees except for Federal facilities.

MR. CAMPER: That woul d appear to be the case,
right.

CHAI RMAN SI EGEL: Then they have to get all their
license fees from Federal facilities, which is a good thing.
No, but the NRC then is left in a position of creating policy
but not directly admnistering licenses. It transfers a |ot
to the states. In sonme ways, it seens cleaner than kind of
saying that what is going on in the hospital is this is
regul ated this way, but what's going on in another part of
society is regulated differently. So that's another option
that | think we ought to consider.

| don't really know how to structure this. But
why don't we just start off with the sinplest way to do it.
How many of us feel that we would endorse alternative D as
| aid out by the NAS I OM outright, and just go with their
choice? Let nme just do that as a show of hands.

| guess ideally -- or we can go around the table.
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Theoretically the non-voting nmenbers would not participate in

this statement. Lou.
MEMBER WAGNER: | woul d not endorse D. My
opinion is that I don't feel that the report is thorough

enough to have identified the source of the problens that we
currently have today.

They have identified the problens, but they have
not identified why we have the problens. | feel that unless
we identify why we have the problenms, we are dooned to repeat
the failures of the past. | think Dis a prescription for
doom by having the states take over.

CHAI RMAN SI EGEL: Well, as long as we're doing
that, why don't you say which of the alternatives --

MEMBER WAGNER: | think in all the alternatives
there's aspects that | |like and aspects that | don't like. |If
| were to devise ny own alternative, it would be to first cone
up with a prescription as to how a regul atory organi zati on
shoul d be structured in order to have checks and bal ances to
make sure that over regulation and interference into the
practice of nmedicine is avoided to the extent possible.

| do not see any recommendati ons on checks and
bal ances in the form of adopting a specific program W thout
that, | can not make any further recommendati on.

| would venture to say it would be okay to turn

it over to the states if we could adopt neasures by which
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t hese checks and bal ances could be inplenmented at states
|l evel s. But there is nothing there to prevent states from

just repeating what the NRC has done. So | can't endorse

t hat .

As far as the Federal Governnment is concerned, |
do not think that the -- | guess if there were one that was
preferred, | would adopt for alternative E, which would be the
| east of all the other problenms. 1'd take alternative E and

t hen hope that a system could be devel oped by Federal
authority to have enough checks and balances in it to ensure
that we don't repeat the problens of the past.

CHAI RMAN SI EGEL: So you are in effect saying
that you think the adm nistrative procedures act works better
in the Federal Governnment than it does at the state level, in
terms of ensuring that appropriate public input into rule
maki ng occurs at all stages of the process?

MEMBER WAGNER: Yes, but | feel unconfortable to
sone extent with that, because |I also know that other aspects
of medicine are not regulated as nmuch as radiation. Now we
are doing what the NAS didn't want to do, which would be to
expand Federal authority over all, 100 percent of medicine.

So right now, it's difficult for me to devise an
answer, not having had the wi sdom of many nonths of inquiry,
et cetera, and deliberation in |looking at alternatives in the

systems. | can only specify that of the things that are done
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here, there doesn't seemto ne to be enough homework to know
what the real good alternative would be at this time. | think
nore homework has to be done.

But alternative E at this tinme would probably be
ny preferred naive preference at this tinme. But | nust
preface it with in fact | think it's naive.

CHAI RMAN SI EGEL: | think that part of what we
are doing here is we're drawi ng on our own | ong experience to
give an inpression, recognizing that we didn't spend anyt hi ng
li ke as much time on this as the National Acadeny of Sciences
did. But nonetheless, we've read their report carefully and
listened to their argunents, read their argunents, and can
express our inpression as part of the next part of the
process, which is to help guide the NRC to figure out how t hey
are going to react to this thing.

Denni s.

MEMBER SWANSON: Yes. | support proposal D from
t he standpoint of, you know, the states are currently
regul ating 90 percent of the use of ionizing radiation. It
doesn't make any sense to not give themthe other 10 percent.

Al so, the states are currently regulating the
prof essi onal practices associated with providi ng nedical care
in general. It doesn't make any sense to separate this out
i nto anot her agency. So for that reason, | think it nmakes

sense to give the states the power to regulate this.
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| think | share some of the concerns where | see
proposal D coming up a little short, is I'mvery concerned
that there needs to be sone type of nmechanismto ensure active
i nvol venent of the regulated community in the devel opment of

the nodel regul ations, the evaluation of the regul ations, et
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cetera. | don't see where that cones into this currently.
Okay?

| have a concern about that. | don't think the
answer is E, necessarily. | have the sane downside to
creating a national Federal regulatory authority over nedica
uses. Okay?

CHAI RMAN SI EGEL: That's actually F, isn't it?

MEMBER WAGNER: Well, F is the one that is

conpletely centralized. E is one th

Federal authority.

CHAI RMAN SI EGEL: So you neant

at has sone reserve

VEMBER WAGNER: | neant E.

MEMBER SWANSON: And | think the other

E?

concern is

as has al ready been expressed, there has to be sonme stick in

maki ng sure that the states do actually assune the regul ation

of the by-product material.
CHAI RMAN SI EGEL: So do |

hal f ?

MEMBER SWANSON: D and a hal f,

need to go a little further with D

hear you saying D and a

okay?

yes.

t hi nk we
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CHAI RMAN SIEGEL: So it's Dwith a stick,
basi cal | y.

MEMBER SWANSON: D with a stick, and to ensure
i nvol venment of the regul ated community, somehow.

MEMBER STITT: Well, you're not going to hear
much different fromnme. The thing that | just don't
under stand, and | thought that Dan brought the question up
well, is what do the states do, how do they do it differently
bet ween the states, and when asked about the | eaders didn't
support their case by saying well sone responded, sone didn't.
We' ve got thousands of paper here, and we've got sone toilet

tissue with sonme regulations witten fromthat state. And I'm

not going to adopt your attitude, |I'ma doctor, trust ne.
Because Judith, she rightly calls us on that. |'ma state,
trust nme, but | do wonder are they slogging around in the

dark? Are they nore conpetent than we here seemto be giving
themcredit?

It would seemthat a 10 percent ought to be able
to be added to the 90 percent that they already manage, but I
think that there are conplex issues that because they are a
smal | part, each state wouldn't m ght have sone reluctance to
cone up with adequate overall guidelines.

So | also support some formof a Federa
i nvol venment of work being carried out at the state level. |

guess |'m saying a D pl us.
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| think Das it is witten, there's not nuch
connection between the federal and the state. | think there
woul d be a | ot of wondering around | ooking for sources, so to
speak, figuratively as well as literally.

CHAI RMVAN SI EGEL.: Okay. Bob.

MEMBER QUILLIN: | think I would probably go with
D and a half. | put it down. When |I |ooked at D, | |ooked at
it through several different |lenses. One lens was if | were
at a state or federal person, how would | operate in this
envi ronnent. Al though under D they do go into some di scussion
on the funding issue, they don't really flush that out so that
you have feeling for what this would cost, who would be paying
for it.

Ri ght now, both at the federal |evel and at the
state level, noney is a mpjor issue. |If there's no funding to
do this, no new funding to do this, the source of funding,
government stream whatever you want to call it, it's just not
goi ng to happen either at the state |level or at the federal
l evel .

That was one of nmy concerns about D, is how this
new Federal agency activity within HHS was going to be able to
do what they were supposed to do.

| was al so concerned about the issue of the stick
wasn't there. So the termwas Dwith a stick.

| wasn't quite willing to go all the way to E,
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but it does have sone positive aspects. So | am sonewhere
bet ween D and E.

CHAl RMAN SI EGEL: Okay. We'll start at that
ot her end. Dan.

MEMBER BERMAN: Not nmuch to add. | actually
don't see much of the drawbacks of E. | think |I am concerned
that D as stated is too nmuch like C. That it's kind of
optional. | see kind of a federal advisory role with D, but
there's no necessity that the state foll ow what the federal
agency woul d be stating.

So it is either D, I think in order to avoid too
much of drifting into the |aissez-faire and being kind of very
contrary to the goals that were set out to inprove uniformty
of use of ionizing radiation, the mssile goal that we were
trying to ook at, that | think we would go too far with D of
creating greater disparities, and that we need either D with
kind of stick or E, in order to handle that problem

CHAI RMAN SIEGEL: Yes. | think inplicit in al
of this is our thinking would seemto inply that the stick
that they held out, which is that you wouldn't be able to get
by- product material if you didn't have a programin place in
your state, wasn't enough of a stick.

MEMBER STITT: |s that what they kept referring
to as the bully pulpit? W put that on our list for the

gl ossary here, but where does that phrase cone from and what



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

227

in the world is the origin?

CHAI RMAN SI EGEL: | don't know. You'll have to
ask Teddy Roosevelt about that.

MEMBER STITT: But they used it over and over and
over and over again. So it nust have been --

MEMBER WAGNER: But he did want to carry a big
sti ck.

MEMBER BERMAN: Just related to what you brought
up, | think there would be the states that wanted to just
adopt their own system and wanted to be iconocl astic, save
noney, they were anti-regulation, and | think there will be
sone states along those lines, would find a mechani sm of
avoiding this problemof being able to obtain by-product
material. That's a suspicion | have.

CHAI RMAN SI EGEL: Okay. Judy.

MEMBER BROWN: My background and experience
doesn't really qualify ne to nmake judgenents between these
choices. But | can tell you a fewthings that | would like to
see.

One is -- and | guess it puts ne in a position of
the Dwith teeth or E-ish, if there has to be a choice between
t hese.

Personally, | |ike Robert Adler's statenent, the
di ssenting opinion. |1'mnot sure how nmuch of that is nmy knee-

jerk consumer advocacy or just made a | ot of sense to nme, just
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as soneone reading it.

| do know that | don't trust the states, many of
t hem

CHAI RMAN SI EGEL: Because you think they won't go
far enough or they'll go too far?

MEMBER BROWN: Because | wouldn't want to be in
themif | was sick.

CHAI RVAN SI EGEL: Do you want to name some

states?
MEMBER BROWN: Massachusetts is not one.
| woul d scared about giving authority to them
the ones I have in mnd. | guess | want the nost over-arching

gui dance and authority from a Federal uniform source that
could be provided to the states, and you know, taking over |
guess the E part where they aren't conpetent or need help,
that there would be sone place they could go to.

| think that's all.

CHAI RMAN SI EGEL: Okay. Dan.

MEMBER FLYNN: | would favor D. | think maybe |
read it different -- E. Maybe | read a different E than you
all read, because |I'mgoing to quote this.

It says, "The nost critical --

CHAI RMAN SI EGEL: VWhat do you favor? You say E?

MEMBER FLYNN: E. "The nost critical feature

di stinguishing alternatives D and E" -- this is the commttee
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talking -- "pertains to a situation in which the state does

not elect to devise a program for regulation or rescinds the

exi sting program because of econom c or other considerations."

It says here, "Alternative E has all the

advant ages of alterative D, except it goes one step further

than D by giving regulatory authority to a Federal agency in a

situation of last resort, nanely, no state program™

Then on the di sadvantages, the commttee said,
"I ncorporating a legislative provision that authorized the
Federal agency to regulate states that have no programraises
the follow ng issues. First, what is the m ninmmlevel of
regul ation that would be required by the states to prevent
Federal regulation.”

| do not think that is such a difficult issue.
think this Federal agency, one of the mandates would be to
make sure that the states are not too prescriptive. This is
t he Federal agency. To make sure the states don't interfere
with the practice of nedicine, and | ook for the out-Ilyers.

You have 50 states out there. There may be two
that are too prescriptive getting involved in medical issues.
You may have two or three that have for econom c reasons have
j ust abandoned the whol e program

Alternative D allows the CRCPD, which is not a
Federal agency, but it would be sort of acting like an

advisory role in a federal way. | don't think -- that has no
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teeth behind it.

| think that this alternative E, a Federal agency
with very | oose controls, extrenely |oose controls, working
with CRCPD could do a nmuch better job.

| think the reason, you know, to turn this over
to the states, you know sone of the states are very strong.
Texas, Illinois have very strong prograns, very strong
opi ni ons how the program should be run.

But sone of the states, fromcontacts | have had,
are very weak. The reason why they regulate 90 percent is
because they follow one in a copycat-like fashion after the
NRC.

VWhen the NRC is not there any nore and changes in
medi ci ne devel op, who are they going to copycat after at that
point? Then as you see all this non-uniformty devel oping in
states with different economic priorities, | think things wll
get worse. | think it will be nore expensive to regulate 50
separate progranms that have this non-bindi ng CRCPD ki nd of
floating around there with some suggested regul ati ons.

| think alternative E does not give strong
authority to the Federal agency, but it is a reserve Federal
authority, just like it's described. | think that is a nuch
better alternative.

|"m surprised -- | was quite surprised that they

chose D. | thought that the way they wote it, including the
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di sadvant ages, they were going to be pointing towards E. So |

woul d adopt E.

CHAI RVAN SI EGEL: Okay. Eric, realizing you're

speaking for yourself.

MEMBER JONES: I"'mnot a voter, am|?

CHAI RMAN SIEGEL: Yes. | think you actually are

a voting nmenber.

MEMBER JONES: Well, I'mserving with the FDA

So | have quite a bit of bias in this.

One of the things I

t hat our agency does not

That's where we're -- we don't have any uniformity.

see that's a big problemis

regul ate the practice of medicine.

The problem | amgetting at is that this agency

is doing that, is regulating it.

managenent programis regulating it. The problemi

bet ween the agencies, we really haven't got any --

come to sone sort of uniformagreenent if we could have done
t hat .

The NRC has had a definite clear role in managi ng
all this in the past, and probably still should continue to do
that. | do like the idea of keeping the managenent of

medi ci ne, however, with the state |icensing author

is the practice of medicine.

But actually the use of

into the states,

it's true they vary a great deal

NRC t hrough its quality

s is that

we did not

ties. That

i oni zing radiation going

We were
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| ooki ng at pharmacy, the practice of pharmacy with regard to
PET. We found that we were unable to get a uniformfeeling as
to how pharmacy was regul at ed.

| am hearing the same thing here with the
Institute of Medicine report. There's sonme variation about
how t he states would regulate things. So it would need sone
strong Federal oversight. |If this were put into one agency,
again resources would have to be a concern, as to where those
resources would cone from and the states' resources as well.

So there's a sort of a pie in the sky approach
here, as to what we think we'd |like to see and what actually
may cone about. |I'mnot sure that any particul ar suggestions
are likely to happen. But | --

CHAI RMAN SI EGEL: How sangui ne of you.

MEMBER JONES: Exactly. | do think that the FDA
would | think fromthe community's point of view be a very
good sight for situating all this radiation control and
regulation. Again, it's resources.

Sonehow we woul d have to try to apportion out the
regul ation of medicine into the states. |'m not sure how that
woul d be inplemented. So |I'msort of caught up with situation
E. | do think we need a very strong central overview, because
there's such a variety of quality out there between the
states. | agree with everybody that's nmade a comment al ong

that line. You just don't know what you're going to get
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bet ween states with regard to practice of nmedicine. |'m not
sure that they are all equival ent.

Again, if |I were a patient, | don't know which
state 1'd choose to |land in, but you don't often get that
choice. It happens wherever you happen to be. But sone
uniformty would be what |'d be in for.

CHAI RMAN SIEGEL: In a way though it sounds to ne
li ke you are arguing for G which is an over-arching Federal
agency that contains the practice of nedicine.

MEMBER JONES: Well that would suit ny kind of
bur eaucratic approach, wouldn't it?

CHAl RMAN SIEGEL: In a way, that would be the
fairest to ionizing radiation use in nedicine, because it

means every physician would be in the same boat. W'd all

have to put up with the Federal presence in our face every day

of the week. We'd learn to live with it.

MEMBER JONES: |'m not sure that would be I|ess
expensive. Thinking of safety and effectiveness, the public
health situation, it may not be the | east expensive, but it
may be the safest thing for people.

MEMBER WAGNER: 1'd like to make the comment and
a statenent that | think the major deficiency of this | OM
report is the fact that it sinmply did not |ook at the
mechani sms of regul ati on devel opnent and enforcenent that |ed

to the state of affairs we are in right now. It did not |ook
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at that nmechani sm

It gave us the history of what occurred, but it
did not set down any concepts or ideas, as these are the
probl ens. For exanple, is the fact that the regulations are
passed and finally approved by an organi zation that has very
little and al nost zero nedi cal background the problen? That's
an issue. They didn't address that. There's no where in here
that that's addressed.

CHAI RMAN SI EGEL: No. Actually, they do address
it. If you |look at --

MEMBER WAGNER: They nmke the statenment that
that's true. 1In one place they do make a statenent that that
is the background and that that's a problem But they are not
delineating in nmy opinion. They are not delineating it
anywhere else. | nean it's sort of hidden in there. But it
really to me is a very vital point.

It's a vital point -- and |I don't nean that that
particular issue is a vital point. | nean that the whole
process by which these regul ati ons come about has fl aws.
That's why we've gotten to the state of affairs we're in.

Unl ess we identify those flaws and find ways to correct those
flaws, we're going to end up doing the sanme thing again.
That's why | had such a difficult tinme |ooking at these
options, because none of these options | ook good to ne. They

are all options of how to change things, but | didn't see
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there the really good solid options as to how to correct
things. That is the difficulty |I have with this whol e thing.

| would Iike to see a docunent that would be
i nvestigating to try to find out how do you change the
regul atory process to get regul ation and enforcenent to be
effective for the protection of the public and the protection
of patients, w thout being over-prescriptive and burdensone to
t he good practitioners out there who are trying to get the job
done.

CHAI RVAN SI EGEL: Well a fundanental problem and
per haps the fundanental problem is government by yo-yo.
Virtually everything that's in part 35 was originally
sonet hing that had been inposed by |icense condition in
response to a perceived problemthat often was based on a few
events.

Not everything, but al nost everything came about,
many of the very prescriptive things. Here was a problem we
had to fix it. Okay, how are we going to fix it. Well, we'll
make it |license conditions across the board.

Then when part 35 was consolidated, a |ot of
t hose things were put into part 35. They were there. They
were subject to public commentary, but there wasn't a great
deal of incentive for the NRCto tear it all down and start
fromscratch and say what are the objectives.

The part 35 re-write was really an attenpt to
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codify the culture that had al ready been established, as
opposed to leaving it up to individual regions and |icense
writers and inspectors to get it all set down in concrete.

A fix, and that's part of what we tal ked about
earlier today, is to literally look at part 35 and say what
are the goals of this regulatory process, what do we want to
achi eve, and what does it take to achieve that.

MEMBER WAGNER: | think if that w sdom would have
been in this report, this report would have been inproved by a
maj or amount. It is that kind of wsdomthat | think is
i nportant for people to look into in order not to repeat the
probl ems of the past.

CHAI RMAN SI EGEL: Well the report is saying it
obliquely. What it's saying obliquely, tear down part 35 and
|l et the to-be-generated newest version of the SSRCP or RCR be
the thing that guides what the states are going to do.

MEMBER WAGNER: Yes. That is absolutely right,
but I think that that is really a cop out. Because what
really would have been nice is for themto say whatever
regul atory agency is set up, here's how it should be set up to
protect against repeating problenms of the past. This is what
it should do. This is howit should have its checks and
bal ances in the rule maki ng and enforcenent process. There's
nothing |like that in here.

CHAI RMAN SIEGEL: | haven't told you what | think
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yet, although you' d probably know at this point.

| am actually torn between F, which is conplete
centralized Federal authority because of the fact that | think
it has the potential, said naively, to be the nost efficient,
but | know better.

It has the potential to be the one where the
Adm ni strative Procedures Act process would work the nost
effectively, because all the people in the country focusing on
sonething that all the menbers of the regulated comunity in
the country focusing on a proposed rule that they don't I|ike
is possibly better than people in 50 individual states trying
to do the sanme sort of thing.

So Fis one direction I"mtorn, but in the final
analysis, | end up with D and a half as being Jeffersonian
which I'ma little bit of. Providing flexibility that fits
best | ocal needs while yet still |eaving a strong standard
setting role for the Federal Governnent.

| would couple D and a half with the notion that
the enabling |egislation and the enabling regul ati ons woul d
basically tear down part 35 and start from scratch in ternms of
what those regul ations that the states are going to adm nister
woul d 1 ook |ike, and would be very clearly based objectives
based on what is really essential for public health and
safety.

We have not really addressed this issue. W wll
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cone to it. | would get as far renoved from patient-rel ated

i ssues as possible, and would be as much focused on public and
occupati onal worker issues in the process of doing that,
because | think patient-related issues as |I've said a nmllion
times, there's nothing unique about ionizing radiation that
needs a higher level of protection than all the rest of

medi cine. lonizing radiation is just one nore tool used by
doctors. It's dangerous.

We use devices. W use drugs. We use surgical
procedures that have never been eval uated by any Federal
agency and likely never will be. There are mechani sns at the
physi ci an censure |level and at the tort |law | evel for dealing
with the way nmedicine is practiced. So that's where | vote.

So the way | amreading the consensus of the
commttee is that we are concerned that option Das it is laid
out hasn't really conpletely thought through how this
col | egi al al nost voluntary systemis going to work
ef fectively, even though we're attracted to the process that
t he Federal agency would be this | eader and gui der and
educator, we're not sure that states left to their own devices
will follow through with it, and that we're either nore in
line with Dwith teeth or E, and naybe there really is no
di fference between D with teeth.

MEMBER STITT: Tell me what -- as | hear people

tal king, there's various euphem snms, Dwith teeth, with a
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stick or whatever, reads to ne like E. How are they
different?

CHAI RMAN SI EGEL: Well, it's nore than the
Federal Government rushing in to fill a void. It's having a
front end thing that says basically you had better conply or
here is what's going to happen. What's going to happen is,
there won't be reinbursenent.

To ne, a sinple formof teeth is tying it to HCFA
rei mbursement for that particular aspect of nedical care in
that state or in that facility.

That approach also -- and D and D with teeth al so
| eave the option for professional organizations to get in with
various types of deened status, an ACR or SNM accreditation
program of a nucl ear nedicine practice can work under a state
approach, may work, just like it works now for mammography.

Jeff.

MEMBER W LLI AMSON: Is it possible to ask a
questi on about your opinion? | know | can't give my own
opi ni on.

CHAI RMAN SIEGEL: W're not really voting, so
was being unfair. Why don't you and Theresa both tell us how
you woul d come down on this issue. W're really not voting,
we're generating --

MR. CAMPER:. Jeffrey, you are at liberty to

espouse your opinion and take an active role in discussion.
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It's only when the votes are actually taken that you have a
limtation at this point, okay?

CHAI RVAN SI EGEL: Well | apol ogi ze then, because
| actually perceived we were sort of voting on this. But
we'll call this opinion generation.

MEMBER W LLI AMSON: Well alright. Well | wasn't
sure how to distinguish your view fromoption B, |aissez-
faire, because it seenmed to ne that the part you said --
what ever the new regul atory systemis, it should stay as far
away fromthe regul ation of the actual nedical treatnents as
possi ble. That's what all this is about.

As | understand the report, it's not suggesting

t he abandonment of occupational or public safety standards vis

a vis exposures of enployees.

CHAI RMAN SI EGEL: |'m not suggesting that either.

MEMBER W LLI AMSON: So it's just those things
that the report takes aimat, those specific regulatory
activities that involve the delivery of the treatnment to
patients and surrounding research.

"1l give ny opinion | guess. | guess when |
read the report and think over my own experience, | am/less
concerned about the consequences of under-regulation in the
various states, should it be turned over to the states.

| do think there are certainly very profound

di sparities in the standards of practice across the United
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States, but ny belief is that the current part 35 style

regul atory system has contributed very little really to the
sort of inprovenment of quality, at least in nmy chosen field.
There has al ways been a very big conmtnment to quality in the
20 years | have been in the field. There certainly are sone
practitioners that are on the other end of the tail, and I'm
sure the regul ations have hel ped bring a few people, a few
institutions into the fold.

But my overall belief, is that it has not been
the major dynam c by which quality is preserved in radiation
oncology. So in a sense, |I'ma sort of option B, |aissez-
faire. | really don't think that things like the quality
managenent program really hel p.

On the other hand, | do perceive there sort of is
a problemw th non-uniform standards of technical practice in
my field. | would like to see a sort of non-punitive
regul atory systemerected that could really make sonme good
contribution to inproving the quality of care. | do not think
the current one makes nuch, in nmy opinion.

Again, | want to make it clear |I'mnot attacking
basi c safety standards for nenmbers of the public and workers
in radiation. It's sinply that |I think the report is right.
There is no nore reason to find radiation nmedicine treatnents
nore suspect and bad than orthopedic surgery treatnents or

cancer surgery or chenotherapy in ny m nd.
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So | guess | would be in the end, sort of an
option Dif there were sone nmechanismto ensure that an
appropriately interactive and collegial systemcould be put in
pl ace of the current part 35 that could nmake some substantive
contribution to the inprovenent of the uniformty of radiation
medi ci ne delivery.

| think this is not a very sinple problemto
address. If it were sinple to give a solution, we'd have
solutions on the table that we could -- specific solutions we
coul d discuss, but there aren't.

It seenms to nme sonething |ike the Manmogr aphy
St andards Act conmes closest, which is it's basically an
enunci ati on of sonme basic practice standards, a |lot of
flexibility, what are the nmechanisns that you use to inplenent
t hose standards, including an array of protocols devel oped by
t he professional societies, and kind of an inspection that
certifies you and | ooks at sort of the basic -- what are the
basic infrastructure of quality treatnment delivery is there,

and doesn't hamrer you because you didn't check off the box

that says did | identify the patient in two ways, or sonething
like that. 1It's not focused on that.
So | think that sort of provision, | could sort

of buy a level of Federal involvenment under that condition.
If it's going to be the sane as what we have now, |'d al npost

rat her have option B to be honest. So I guess a D plus with
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these two qualifications, being one to try to maintain sone
sort of a uniformty in this standard of practice, and that it
be a truly useful vehicle for inproving quality of radiation
medicine as |'ve attenpted to characterize it.

CHAI RMAN SI EGEL: As we tal ked about this
nmorni ng, quality by education and real quality inmprovenent as
opposed to quality by inspection.

MEMBER W LLI AMSON: Yes.

CHAI RMAN SI EGEL: Lou, you had a comment before

MEMBER WAGNER: |'m getting very concerned about
the idea that we're holding up the MQSA | aw, sonething that we
shoul d revere.

| think the MQSA rule is in many ways way too
prescriptive fromthe | egislative point of view Fromthe
| egi sl ative point of viewwhat's in the |law as to what has got
to be done is to nme in many situations bad. |It's not good.

It doesn't have the flexibility that it needs in nmany
respects. | think we have run into this in a few instances.

So | don't want to hold that rule up as being
sonet hing we should nodel after. | think it did a great job
in bringing to the attention of the medical community the need
to codify your quality of imaging in mammography in order to
provi de good nedical care. It did a wonderful job in that.

It also did a wonderful job in bringing people up to higher
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st andards of practice.

But there are things in it that are overly
prescriptive, overly costly and unnecessary. Those
unfortunately are in the law and can't be changed by the FDA

CHAI RMAN SIEGEL: | only suggested that it was a
nmodel . | didn't suggest that we should copy it exactly.

Okay, Theresa.

MEMBER WALKUP: Being new at this, | feel like |
shoul d abstain. But | wonder if perhaps we shouldn't work at
fixing what we have nore so than throwing it out and starting
over.

In order to be consistent, we're going to have to
have sonme sort of Federal |eader, which we already have with
the NRC. Just letting it go in the states' hands concerns ne
alittle bit. | lived in the state of Texas for a while. |
do realize what can happen. That does concern ne.

Right now I'min Oklahoma. | think we're in the
process of heading that direction. So it's just a concern of
m ne.

| really would rather abstain from sayi ng which
one | feel --

CHAI RMAN SI EGEL: Okay. That's fi ne.

MEMBER SWANSON: Thank you for those coments.

CHAI RMAN SI EGEL: Texas is certainly taking it in

t he ear today. Dan.
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MEMBER BERMAN: We went around and we seened to
have picked one of the alternatives that was proposed. Just
related to Theresa's comment, | guess by not speaking, we are
| think all of us seemto be accepting the concept that the
NRC shoul d not be the vehicle, shouldn't be the agency
involved in this kind of regulation.

| think there is some of let's just start over on
this whole process and do it in sone other agency that's nore
directly related to health. W spent a |ot of time |ooking at
the differences between E and B. | think we ought to at | east
gi ve sone thought to whether we are endorsing the concept of

just starting over with a nore health rel ated agency.

CHAI RMAN SIEGEL: | think that was actually one
of the precepts that | laid out this nmorning, that we had
regul ar -- had consensus on. Was that -- uniformregul ation

was a goal ideally within an agency with responsibility for
assessing the risks and benefits of all of nedicine rather
t han one that was just focused on radi ati on al one.

The NAS is appropriate they say in their
di scussion of alterative F, that appropriate regulation of
I oni zing radi ati on of medici ne demands know edge and
experience with the nmedical issues, that those should be
enphasi zed over know edge and experience with byproduct
materi al s.

| guess | really do believe that. Being able to
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put this in its overall nedical perspective is a key conponent
of the equation. So inplicit in what we were saying | think,
unl ess anyone wants to go backwards, is that we were endorsing
t he NAS concept that housing this sonewhere nore closely

l'i nked to health nade nore sense to us. Does anyone disagree
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MR. CAMPER: May | interrupt you for a m nute?

CHAI RVAN SI EGEL:  You may.

MR. CAMPER: | hate to interrupt this inportant
deli beration at this nmonent in time, but we do have --

CHAI RMAN SI EGEL: Li ke anybody is going to pay
attention to it.

MR. CAMPER: Seriously, we do have an inportant
guest who is here for a very inportant purpose. W have M.
Hugh Thonpson, who is our Executive Director of Operations,
who has dropped by to visit. He has a special mssion in
m nd, Dr. Siegel.

MR. THOWSON: Maybe | should cone up here.
Barry, you may have to conme up and join nme in a nonent.

CHAI RVAN SI EGEL: |'1l stay.

MR. THOWSON: Many years ago, gosh, it nust have

been about six, we elected to make a real shift in the way

this commttee was operating. It was a shift that the agency

hadn't really been able to come to grips with for sone tine.

they said it would never work, that you could not allow one of
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the commttee nmenbers to chair the commttee. | said there's
no other way that it really will work. W |ooked around to
find the individual that we thought would be like the first
astronaut, will be the first person fired off into this never-
never | and of being the chairman of the Advisory Conmttee for
t he Medical Use of | sotopes.

Barry only had one request when we approached
him could we change the title from ACMJUI to Advi sory
Committee on Medical sonething else. But we never quite got
around to changing the title. It has been a tinme of real
vision. | think you have brought that vision along with the
menbers that you've worked with over the years. You have
worked with a wide variety of nenberships. Your skills at
reachi ng consensus or allowing differing views to be presented
in a very professional way is certainly appreciated by all of
us at the conm ssion, particularly those of us who deal wth
the activities that all of you have to deal wth.

We are not sure whether right now you are dealing
with the transformation froma caterpillar to a cocoon to a
butterfly or visa versa. | nean we are tal king about really
sonme enornously inportant activities that this commttee has
been involved with. You have been involved with and directly
and personally involved in many of these, | woul dn't
necessarily call themtroubling tinmes, but challenging tines.

They have obviously been a bit of trouble.
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We all have had the fundanmental objective at our
heart, is protecting public health and safety and protecting
the patients obviously in trying not to interfere with
medi ci ne. The judgenments being nmade in those areas are ones
as you debate today. But | think that with all good faith and
all good effort, you have done a yeoman's job in your
| eadership for this advisory conmmttee.

On behalf of the chairman, I'd like to read a
pl aque. This was the time we knew we had you for sure.
Apparently you will be com ng back for a few other things, but
this is a certificate of appreciation presented to Barry
Si egel in recognition of your service as Chairman of the
Advi sory Committee on the Medical Use of |sotopes, which
resulted in a significant inprovenent in the Nucl ear
Regul atory Conmm ssi on's understandi ng of the use of byproduct
materials in medicine.

So if I could present this plaque to you today.

(Appl ause.)

MR. THOWPSON: Thank you very nmuch. |It's been a

privilege on ny part to know you professionally and to al so

know you as an individual. | wll cherish those thoughts. |
hate to see you depart. But maybe if we're out of the nuclear
medi cine area, will be one of the areas that we'll part on,
we'll nmeet on other fields at other days.

CHAI RMAN SI EGEL: Very good.
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MR. THOWSON: Thank you very nuch.

CHAI RMAN SI EGEL: Thank you.

| said sonething at nmy |ast neeting of the FDA
Advi sory Committee to the effect that old gadflies never die.
It is true here too. Thank you very nuch.

MR. THOWMPSON: | look forward to the results of
today' s deli berations.

CHAl RMAN SI EGEL: W' Il keep truckin.

MR. THOWSON: Keep goi ng.

CHAl RMAN SI EGEL: Okay. We have at |east 15 nore
m nut es here.

MEMBER BERMAN: |1'd like to correct him
Actual ly, you've done a yo-yoman's | ob.

(Laughter.)

CHAI RMAN SIEGEL: Yes. |It's not entirely clear
how many nore neetings we're going to have before ny termis

officially up, which | guess is the end of the Federal fiscal

year.

MR. CAMPER: It's in the sumer of this.

CHAI RMAN SI EGEL: Septenber 30, or there abouts.

MEMBER BROWN: So you will be chairing the May
neeti ng?

CHAI RMAN SI EGEL: Well, we actually have al ready
pi cked a date in April, not in May because of the fact that I

am going to be in Korea and/or China for a good fraction of
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May. But it's not clear that we're having an April neeting
yet. That is to be determ ned. But | would enphasize that we
probably do need to decide quickly if we're going to.

There is a possibility that we're going to have a
comm ssion briefing either in May or June or sonething |like
that. |If we do that, then we will need a day's neeting at a
mnimmto prepare for it as we have done in the past.

MR. CAMPER: Let ne take this opportunity to make
a couple of coments to sort of clear up a couple things so
t hat menbers of the public will know, and for that matter, all
the nenbers of the commttee.

We did take this opportunity today for M.
Thonpson to provide Barry with this plaque, thanking himfor
six years of very valuable service. W did that as Barry is
al luding to, because we weren't certain if there was going to
be a neeting in April.

We certainly have plenty of issues that the
commttee can deal with, but it's a function of how does this
meeting go, what does the Conm ssion decide to do about the
NAS Report. There's a nunber of questions that have to be
answered in the short-termfor us to reach a decision upon
t hat point.

So we took this opportunity, know ng that we had
hi mtoday to provide himw th the plaque, not know ng that

t here would be or would not be an April neeting.
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The second point is is that we as you know in the
past, there have been at | east one occasion that | can recall,
if not two, when the conmttee has actually briefed the
Comm ssion directly twice. The rule on that has becone one of
ei ther party can ask for the briefing. Either the Comm ssion
can request it or the ACMJI can request it if they feel that
there are issues worthy of such an interface.

Well we | earned yesterday afternoon that the
Chairman is interested in a briefing in May. Now | enphasi ze
Chai rman because we are, all the agencies are al so going
t hrough transition, where we now for the first time in sone
time have a Comm ssion functioning as a quorum but | think
it's safe to assune that there is an interest by the
Commi ssion in a briefing by the ACMJ in My, given the view
expressed by the Chairman yesterday.

So | think there is a high probability that the
Comm ssion briefing will take place in May. So one of the
things you're --

CHAl RMAN SI EGEL: Ideally when |I'm out of the
country.

MR. CAMPER: One of the things you are going to
need to decide is in reaching sonme of your answers today in
preparation for that briefing, and whether or not you feel an
additional nmeeting is in order, or subcommttee neeting or

what have you as you prepare for that briefing.
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One of the things we've been asked to do today is
to pulse the conmttee on possible avail able dates for
participation in that briefing. So if by the close of
busi ness tonorrow you can have sone idea of possibl e dates,
that will be helpful to us as we proceed with the planning for
such a briefing.

Then the final point is Dr. Siegel departs the
commttee, a couple of other admnistrative issues are worthy

of mention. One is that we have published a Federal Register

noti ce and sought nom nations for the nuclear nedicine
physician to replace Dr. Siegel. That process i s ongoing,
just as with every solicitation of nom nations for the
commttee. Utimately that position will be filled.

Obviously Dr. Siegel's departure | eaves a
tremendous void to be filled as far as a chair of the
commttee. The staff has recommended, and the Comm ssion has
approved the appointnment of Dr. Stitt to serve as the chairnman
of the committee once Barry departs. So that is what Hugh was
alluding to as he was leaving. OCbviously Dr. Stitt has sone
big shoes to fill, but we have great confidence in her. W
| ook forward to working with her, just as we have Dr. Siegel.

So those are the admnistrative points | wanted
to cover.

CHAI RMAN SIEGEL: All right. Al that said. |

can't tell you how thrilled I am about a May Conm ssi on
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briefing. | can't imagine how we're going to fit it into the
schedul e.

What is our pleasure for the remaining tinme
today? We can keep trucking for a while. W can --

MEMBER BROWN:  Adj ourn until tonorrow.

MEMBER WAGNER:  Yes.

MEMBER BROWN:  Adj ourn until tonorrow.

MEMBER WAGNER: We could do that.

MEMBER BROWN: We're only tal king 15 mi nutes
here, right?

CHAI RMAN SI EGEL: Well, unless we just kept going
because we were so energetic we wanted to keep going.

MEMBER WAGNER: Let's | ook and see what we've
got .

CHAI RMAN SI EGEL: That's not really what | think.

Trish, which of the remaining questions, based on
the things we've tal ked about up to this point would you
identify as the npst inportant to you in terns of being sure
that we provide you with our input.

MEMBER STITT: Barry, while she's thinking, |et
me ask you a question. You raised a question to us, and we
haven't answered it. Are you going to go back to it tonorrow?

CHAI RMAN SI EGEL: Wi ch?

MEMBER STITT: We | ooked at options. You kind of

poll ed the group, but none of us really got into Federal
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agency as being the guiding agency.

| didn't think we --

CHAI RMAN SIEGEL: | think we just discussed that.
MEMBER STI TT: You brought it up as a question.
CHAI RMAN SI EGEL: | actually thought that based

on the norning discussion that it was inplicit that we were in

favor of DHHS in some form as being responsible for that.

MEMBER STITT: | guess the only reason |I wanted

to see if everybody agrees with that, and does that bec

anot her

that that's the right

salient point of our discussions here.

CHAI RMAN SI EGEL:

EPA? Just checki ng.

recommendati on? Wbuld anyone pre

MEMBER WAGNER: How about OSHA.

CHAI RMAN SI EGEL:

MEMBER WAGNER: Or NRC. That's an option.

CHAI RMAN SI EGEL: I think the nmedi cal focus,

gi ven what we've tal ked about, is really key. | am sti

wrestling with the fact that this is primarily nedical

mat eri al s. l"mstill

not totally reconciled how we're

to have this kind of dual process. |I'mnot sure whethe

need to be separated.

one

Does anyone have any concern

fer

OSHA or the IRS or you nane it.

|1
ver sus
goi ng

r they

| amvery attracted to Larry's approach of having

50 agreenent states plus territories, sonehow figuring

to deal

wi th Feder al

facilities and having the NRC, at

out how

| east
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wth respect to issues of occupational exposures and public
exposures, setting the standards, and letting the states run
essentially agreenent state prograns.

| find that concept attractive. It gets the NRC
itself intrinsically out of the inspection and enforcenent
busi ness and gets it into the policy setting business.

MEMBER WAGNER: | guess one other issue though
whi ch maybe we haven't addressed yet today that perhaps is
inportant. | forgot to ask the question when the | OM was
here.

You know part 20 is never addressed, or never was
addressed. Everything here centralizes around part 35. But
i ndeed, when you tal k about occupational exposure in the
medi cal environment, you are talking about situations that
i ndeed have differences as opposed to occupational exposure in
the industrial environment. | wonder if you set up a system
where you try to take 35 out but 20 stays in place with the
NRC, now the NRC is still only concerned with occupati ona
exposure as it relates to that for byproduct materials. It
does not address --

CHAI RMAN SI EGEL: | think a state-adm nistered
system woul d essentially put part 20 as the responsibility of
the states.

MEMBER WAGNER: | know. Therein I'Ill point out

your problem
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MR. CAMPER: Well, the nodel as proposed calls
for the NRC to elimnate its involvenent in the nedica
program that being part 35, and those regulatory activities
under part 20.

Now what that translates into is if there is no
part 35 and there are no nedical |licensees, there is no part
20 NRC regulations in place for occupational workers in the
medi cal setting.

MEMBER WAGNER: Okay. That then clears it up.
Thank you.

DR. HOLAHAN: | was just going to follow up on
what Larry had said, is part 20 only applies to NRC |licensees.
However, if your |icense under other parts of NRC regul ations
and therefore are still an NRC |icensee aspects of part 20
could apply. But if you are a nedical |icensee only a part 35
i censee, that goes away.

MEMBER WAGNER: Okay, thank you.

DR. HOLAHAN: Part 20 --

CHAI RVAN SI EGEL: But that's why it's inportant
for any of us to work toward, either for this entire materials
programto transfer to the states or for materials associ ated
with nmedical institutions to transfer to this new system
Because otherwise, if you're working one day in the nuclear
medi ci ne | ab and you get an exposure, and then the next day

you wal k over to your research |ab, how do you know whet her
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you report an over exposure to the NRC or to the state? It's
t he same thing that happens now i n byproduct versus non-
byproduct material. That inconsistency needs to be

el i m nat ed, however it's done.

MR. CAMPER: | have two questions, Barry. So
wth regards to the question of DHHS as being the agency, are
you in a position now where you feel that you have consensus,
the comm ttee has consensus?

CHAI RMAN SI EGEL: | think so, but we can -- well,
does anyone di sagree that we think of all the agencies we can
think of at the nmoment, short of some brand new agency, the
one we would recommend i s DHHS?

| think we have consensus.

MR. CAMPER: Good.

CHAI RMAN SIEGEL: MWy way in viewing this is the
person | would like to be responsible for deciding ultimately
whet her a radiation protection programin nedicine is
consistent with the overall needs of nedicine is the Assistant
Secretary for Health, who will advise the Secretary of Health
and Human Services, who is |ess often a doctor.

MR. CAMPER: The other question | had is if |
| ook at question number one of our issues, does the ACMJ
agree with the preferred alternative chosen by -- I'mgetting
a no sort of.

CHAI RMAN SI EGEL: You are getting a no with a
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nodifier. W're opting for D and a half rather than straight
D, which we thought didn't have quite enough teeth in it.

MEMBER FLYNN: Well one of us opted for E.
Probably four of us opted for E.

CHAI RMAN SI EGEL: Well, two or four.

MEMBER W LLI AMSON: One non-bi ndi ng voter opted
for part of -- what was the one |I voted, B? |[|'ve forgotten.
VWhat was the | aissez-faire one?

CHAI RMAN SI EGEL: Yes, maybe three or four said

MEMBER FLYNN: | was E

CHAI RVAN SI EGEL: Yes, but | think there also is
not that nuch distinction between D and a half and E.

MEMBER STITT: Particularly since you are nmaking
D and a half up.

CHAI RMAN SIEGEL: Since |'m nmaking D and a hal f

up.

DR. HOLAHAN: Do you want nme to identify the
specific -- oh I'"msorry.

CHAI RMAN SI EGEL: Sorry.

DR. HOLAHAN: You had asked ne about the other
guesti on.

CHAI RMAN SI EGEL: Do you have nore, Larry, or is
that it?

MR. CAMPER: No.
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CHAl RMAN SI EGEL: Ckay.

MR. CAMPER: No, | do have a question when you
finish this discussion.

CHAI RMAN SI EGEL: Ckay.

MR. CAMPER: The question is is the follow ng
gquestion. Do the basis or rationale used by the |OM commttee
support their conclusion? W've heard a great deal of
di scussion that indicated that you didn't think that it did.
Sone of the criticisms were |evied about the degree to which
they answer some of these questions in terns of the state
regul atory prograns, for exanple.

MEMBER STITT: Well, | think that's one of the
reasons that | amnore an E person, because | don't agree that
materi al was presented in the report tells me that what |
think we should be | ooking at can be managed by the states.

So therefore, | don't feel that Dis a preferred choice to ne.

MEMBER FLYNN: | agree with Judith.

CHAI RMAN SI EGEL: Although I think I'm not
def endi ng one position or another. | think what we may sinmply
be suffering fromis lack of data rather than a frank
condemmati on of the statenent.

" m not sure we know exactly what basis, and
maybe John wants to comment on this, exactly what basis |ed
the commttee to conclude that they thought the states would

in fact be able to do an adequate regul atory job under
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scenari o D.

One conclusion is is that they seened to be doing
what is perceived as an adequate regulatory job for the 90
percent that they currently control. |It's hard to argue with
t hat concepti on.

On the other hand, a nore detailed sanpling of
actual state practices as a data base woul d have made for a
nore conpelling belief that that conclusion was correct.

So -- Jack.

MEMBER W LLI AMSON:  Wel |, another underlying
t heme of what the plus nmeans, the D plus as | hear different
peopl e saying, and |I've said in my own way too, is that
there's a concern of having 50 different part 20s and part
35s. There is a concern about |ack of uniformty and sort of
basi c standards. That is a different sort of D than it seens
the Institute of Medicine had.

Their D was concerned with just reserve Feder al
authority in case no programexisted at all. Here the
preoccupati on has been nore concerned with consistency of the
basi ¢ standards. No question maybe that the states shoul dn't
enforce them but what are the standards going to be.

In fact, Larry has raised the concern that if
part 35 goes, there isn't a nationw de part 20. It does seem
to me that that's the kind of a standard that should cover as

broad a geographic area as possible, and that really what is
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needed is a sort of part 20 sort of docunent or regulation, a
nati onwi de standard that covers all forns of ionizing

radi ation and isn't specific to whether it's medical use or

i ndustrial use or whatever.

MEMBER WAGNER: Well, just to support a couple
statenments there. The facts are that the IOM s recommendati on
to hand it to the states was under the assunption that with
t he organi zati on set up under the guidance of the CRCPD, there
woul d be nore uniformty. But in fact, the NRC provides its
regul ati ons. The CRCPD has been set up for sone tinme, so
there is guidance on the Federal |evel already in existence.
Yet two of the people here -- three of the people have stated
that there really isn't a lot of uniformty in the states.

Peopl e who have experience fromstate to state to
state said there isn't uniformty in the states. So it's
quite clear that even with current gui dance by the CRCPD,
there's not uniformty. | don't think it's going to achieve
that by just turning it over to the states and still having
the kind of oversight that they are recommending. | think you
need to have sonmething that will be a little bit nore
authoritative. But that won't happen unless you focus on why
t he devel opment of these regulations go sour.

CHAI RMAN SI EGEL: But we have said that already.
Rebuild the medical regulatory programfrom scratch federally

mandat ed, and |l et the states adm nister it with sone teeth at
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the Federal level to ensure that the states have to do it, and
that the states are supervised in the way that they do it.
That is D and a hal f.

That strikes nme as stronger than just reserve
Federal authority, which is call inthe mlitia if the states
are not doing their job adequately.

MEMBER WAGNER: Maybe you should call it E and a
hal f.

MR. CAMPER: May | make a suggestion? One of the
things that the Comm ssion has asked us to do, and of course
Barry knows this very well, is whenever possible, is to reach
consensus within the commttee. O if you don't have
consensus, to identify dissenting or differing opinions.

Maybe what woul d be sinpler here would be to
focus upon only the alternatives that were used by or
identified by the IOM Then specifically answer the question
as to whether or not you agree with their preferred
alternative. Address that question. |If it turns out the
answer is no, and | think that it is, then describe succinctly
as you can, the preferred alternative, in view of this
comm ttee | nean.

CHAI RMAN SIEGEL: Didn't | just do it 30 seconds
ago for you?

MEMBER BERMAN: But | think actually you

articulated in the |last 30 seconds very well, in a way that |
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don't think |I had heard before. | think it's nore clear to
say that we don't accept any of the alternatives the way they

were put out, and that we actually proposed sonething that was

a nodification of one. You stated it so well in that | ast
point, I think that's what we ought to --
MEMBER WAGNER: Yes. | would like to see a

consensus vote fromthe commttee in regard to what you said,
just to see if there's a consensus with that particular
statement of the program because --

CHAl RMAN SI EGEL: Who wrote it down?

MEMBER WAGNER: | think your articulation was
very good. | think we all know what it was.

CHAI RMAN SI EGEL: We'll have to conme back in a
week when we have the transcript in order to see what we said.
No. Should | say it again, see if |I can get it again?

Rebuil d the nedical regulatory program from
scratch. | did say before but didn't say 30 seconds ago, that
woul d be reassessing objectives. So that is the equival ent of
what NRC woul d have done if it had redone part 35 from
scrat ch.

So we are saying we endorse that activity, nunber
one. Nunber two, federally nmandate that program but as a
programto be admi nistered by the states with a nmechani smt hat
essentially forces the states to conply and whether that -- |

don't know what the |egal nechani sns, the |egal options
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avai |l abl e are, but certainly one that we know works is tying
it to reinmbursement by HCFA. Then Federal nonitoring of the
states conpliance.

That's essentially the concept. Al of which of
course also then contains the notion that we would magically
transformthe current quality by inspection, punitive nean-
spirited systemto one that is collegial and educational, and
designed to help nedical professionals do a better job.

How coul d you vote agai nst that?

MEMBER STITT: Did you want to put an agency's
name in there?

CHAI RMAN SI EGEL: The agency that would
adm nister it at the Federal level is DHHS. | think we have
al ready said that.

MEMBER BERMAN: And the agency to develop it
woul d al so be sonething w thin DHHS?

MEMBER W LLI AMSON:  And it would cover 100
percent of the ionizing radiation nedicine.

CHAI RVAN SI EGEL: Correct. Absolutely. So we've
got lots of things. You want to add sonething el se?

MEMBER SWANSON: As part of that process of
reconstructing regulation, it is again the active involvenment
of the regulating community. |'mgoing to keep com ng back to
t hat .

As you just received a plaque in recognition of
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the contributions that you' ve made to this advisory conmttee
to the regul ation of byproduct material, that process has to
continue and it has to be stated.

CHAl RMAN SI EGEL: One can only hope that it wll
| guess in sonme ways, the Federal Adm nistrative Procedures
Act provides a slightly higher |evel of assurance than do 50
state adm nistrative procedures acts. At l|least that's my gut
feeling about that.

Al right. So we have a concept on the table
now. We don't have to take a formal vote. W can see if
anyone wi shes to denure. Failing a denmure, we've reached a
consensus.

MEMBER BERMAN: | think if we rebuild it from
scratch, taking into account ways in which it went awy in the
past. He didn't say it this tinme around.

CHAI RMAN SI EGEL: Do we have a consensus? It
| ooks |i ke we've got a consensus on that. All right. Good.

Havi ng reached a consensus on that inportant
question, now you're going to give us 10 seconds nore about
t he nost inportant remaining questions. 1'll tell you why |I'm
wanting us to focus on the nost inportant ones in two seconds.
They are?

DR. HOLAHAN: Ckay. What -- | think it would be
beneficial if the commttee could at |east comment on the

di ssenti ng opi nions.
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CHAI RMAN SI EGEL.: Ckay. Two?

DR. HOLAHAN: Then in terms of nunber three,
four, five, those sort of all tie into if there's no
congressi onal action taken. So | think in terns of |ooking at
the basis, that NRC could nmake a finding that there's adequate
protection of public health and safety either across the board
or whether it's adequate protection of patient safety, which
woul d then tie into question nunber four, to address that
questi on.

Then again in terns of if we did follow, and I
think you raised the question to Kate this afternoon, is under
recomendation B too, would there be any uniformty in terns
of Federal oversight. So that question nay have gone away.

Then | think six and seven, if we can get to
those it would help. Mybe seven and six, in that order.

MEMBER WAGNER: Can you give us that order again?

DR. HOLAHAN: Well, a comment on two, and then
three and four |I think can be conbined to | ead into a general
di scussion. Five | believe has been addressed. | don't know
if there's anything additional the commttee wanted to add to
that. But then seven and si x.

| think there was part of a discussion on 11 as
you were discussing your D plus. | don't know if you wanted
to address 10 if you have the tine.

CHAlI RMAN S| EGEL: | think 10 and 11 we have
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al ready sort of addressed.

DR. HOLAHAN: Yes.

CHAI RMAN SI EGEL: In saying we're kind of unsure
about 10 and --

DR. HOLAHAN: And | think you felt that there was
a necessity for 11.

CHAI RVAN SI EGEL: That there needs to be sone
sort of mandate to make 11 work.

Al right. The reason |'mwanting to nake sure
we're focused tonorrow norning is -- and | nentioned this to
Larry, but | haven't said to you, | am hoping we can actually

have a di scussion of other issues to start at 1:00 rather than

at 2:00. | plan to catch a 4:40 plane, so if we really go
until 3:30, it may be pushing it. | mean | can do it in an
hour, but 1'd rather if we can get that other stuff out of the

way an hour earlier if possible.

DR. HOLAHAN: |'ll have to check

CHAI RMAN SI EGEL: We can only ask. Then we'll
pl an on the norning in focusing on these remai ni ng questions.
Any coment s?

MR. CAMPER: No.

CHAI RMAN SI EGEL: We can adjourn for the day.
We'll see you all at 8:30 tonorrow norning.

(Wher eupon, at 5:05 p.m the proceedi ngs were

adj ourned, to reconvene at 8:30 the foll ow ng day.)
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