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UNI TED STATES OF AMERI CA

NUCLEAR REGULATORY COWM SSI ON

+ + + + +

1997 ALL AGREEMENT STATES MEETI NG

+ + + + +
RADI OLOGY HEALTH BRANCH
+ + + + +
SATURDAY,
OCTOBER 18, 1997

+ + + + +

LOS ANGELES, CALI FORNI A

+ + + + +

The Al Agreenent States Meeting convened at

the Westin Los Angeles Airport Hotel, 5400 West Century

Boul evard, Los Angeles, California, at 8:30 a.m,

Francis X. Caneron, Facilitator.

PRESENT:
FRANCI S X. CAMERON
DR. DONALD COOL
CATHY HANEY
CAROL S. MARCUS, Ph.D., MD.
MARVI N B. COHEN, M D.

JOHN R WH TE, M D.
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Agenda |ltem

"Mni" Workshop: The NRC s Medi cal

Rul emaking Initiative
Dr. Don Cool, NMSS, NRC

Agreenent State Participants
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P-ROCEEDI-NGS
(8:30 a.m)

FACI LI TATOR CAMERON: Wl |, good norning,
everybody. Today we're going to focus. Hopefully we're
going to focus shortly. W're going to focus on the NRC s
rulemaking initiative on the regul ati ons concerning the
medi cal use of byproduct material.

Don Cool fromthe NRC s staff and Cat hy Haney,
who is over here for those of you who haven't net her, of
Don's staff are going to provide you with sone background
i nformation on the rul emaki ng issues.

It's inportant for the NRC to get the
agreenent state perspective on these issues, specifically
on a nunber of options that the NRC staff has fornul at ed
on the rul emaking i ssues. So the heavy lifting is going
to be done by all of you around the table, and we're going
to have sone help from sonme people in the audi ence on that
scor e.

Now, | want to welcone all of the nenbers of
the public | think primarily or exclusively fromthe
medi cal community in California to the neeting. And |ater
on we'll be asking everybody to just introduce thensel ves.
But | thank them for being with us today.

As you know, this portion of your neeting, the

agreenent state neeting, is open to the public because of
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the nature of the issue that we're discussing, this
particular rulemaking initiative. And, in addition to our
di scussion around the table, | plan to go out to the

audi ence for public comments. And | know that that
coment will informour discussions today.

However, | al so want to enphasi ze that the
primary purpose of the discussion today is to get
agreenent state perspectives on the issues. So the bulk
of the discussion is going to take place around the table.

As Don will mention, we do have two public
wor kshops pl anned that are going to focus on public
comment on these issues. Now, unfortunately one's in
Chicago. | don't nean to insult the people fromlllinois.
| didn't mean it to sound |ike that.

(Laughter.)

FACI LI TATOR CAMERON: | shoul d have said,
unfortunately, one is in Philadel phia. W have a M dwest
neeti ng, and we have an Eastern neeting. So this is the
only time that the representatives fromthe nedica
community in California can give us their perspective on
the issues. So we're going to take a little bit of |eeway
and |l et themdo that today.

Now | woul d ask everybody, but particularly
menbers of the public just because of the shorter tine

peri ods perhaps for public comment, to be concise and to
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try to keep your comments to the issue that's on the
t abl e.

W do want to get through all of the
di scussion issues that Don has. And we have a short
anount of tinme. So | nmay at sone point have to limt
comments. | don't think that we'll get into that, but we
do have to sort of march through these.

Qur schedule, we're beginning at 8:30. W
have until 2:15 today, perhaps a little bit |longer. |
don't know what the state of the agreenent state business
neeting is. But, at any rate, we have until approxi mtely
2:15.

W have a break for lunch at noon and a 10: 15
break for coffee. They're going to keep the coffee place
open over here. They usually close it before that, |
understand, but they're going to keep it open today.

What |1'd like to do nowis to just give you an
overview, for everybody, about how we're going to go
t hrough the issues. Don Cool is going to sort of give a
background about how we got here and tal k about one of the
over-arching issues for this whol e rul emaki ng i ssue, which
is the issue of risk and the phrase that is witten on the
sole of every foot of NRC staffers, "risk-inforned,

per formance-based.” So Don is going to tal k about that
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issue. We'Ill have sone discussion onit. W'Il go out to
t he public.

Next we're going to talk about the NRC policy
statenents, a 1979 policy statenent. | think that then
we're going to go to a nunber of cross-cutting issues.
W'l |l go have discussion after each of these issues,

i ncludi ng the policy statenent.

The first one is Radiation Safety Conmmttee.
The second issue is a quality managenent program The
third one is the training and experience issue.

We're going to break for lunch. And we're
going to conme back and tal k about the threshold for
reportable events and patient notification and get into
any sort of process issues; for exanple, agreenent state
flexibility.

And | think we're going to hear a | ot of
t hi ngs about the California nedical programtoday. So
that rem nds me of that phrase, "W didn't cone here to
bury Bailey but to praise him" But don't let this goto
your head.

(Laughter.)

FACI LI TATOR CAMERON: Ckay. Let's go to the
audi ence for just a brief introduction of your name and
affiliation. And please speak into the mkes. W had the

m ke frequencies turned down a little bit. So you really
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need to talk into the mcrophone. |1'mgoing to see how
far this can get, but | think we'll start right with Dr.
Mar cus.

DR. MARCUS: Good norning. |'m Carol Marcus,
a nucl ear nedi ci ne physician from Harvard- UCLA Medi cal
Center.

DR. COHEN: Hi. |I'm Marvin Cohen, a
physi ci an, Chief of Nuclear Mdicine at the VA Medical
Center, Zepulvida just out here in the San Fernando
Val l ey. However, | need a disclainer. | do not speak for
the Veteran's Admi nistration or any other governnment
entity.

DR WHHTE: M nane is John Wiite. |'ma
Board-certified nucl ear nedicine physician practicing
excl usive nuclear nmedicine in the private setting at
Littl e Conpany of Mary Hospital in Torrance, just south of

the airport about 15 nil es.

MR. FRAZEE: |'m Terry Frazee, State of
Washi ngt on.

MR PATTERSON: |'m Tom Patterson, State of
Loui si ana.

M5. ALLEN. Cathy Allen, State of Illinois.

MR. HENRY: M ke Henry for Louisiana.

MR WEAVER: Ken Weaver, Col orado Public
Heal t h.
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DR. CARRETTA: Bob Carretta. |'m a nucl ear
medi ci ne physician in Sacranento, California.
DR PRI CE: |'"'mDavid Price, also a nucl ear

medi ci ne physician here at UCSF in San Franci sco,

Cal i forni a.
MR, KLINGER: Joe Klinger, State of Illinois.
MR. ENGLAND: Steve England, also with the
State of Illinois.

MR. TATE: Arthur Tate, State of Texas.

MR. GORDON: Craig Gordon, NRC

M5. HOMRD: Marsha Howard, State of Onio.

MR WALTER David Walter, State of Al abana.

FACI LI TATOR CAMERON:  Marsha and David are on
the NRC working group with NRC staff that have devel oped
the basic options. So we'd |ike to acknow edge that.

MR WRIGHT: Bill Wight, Arizona.

MR. BONN. |'m Don Bonn, California Departnent
of Health.

DR. VEXLER: Marilyn Wexler, a nedical
physi ci st, Los Angel es.

MR HORNER: Jack Horner, NRC

M5. McBURNEY: Ruth MBurney, State of Texas.

MR GAVITT: Steve Gavitt, New York State

Depart ment of Health.
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2

EASTVOLD: Paul Eastvold, Cty of

oMo, Razor O, State of California.

WOODRUFF: Ri chard Wodruff, NRC.

5 3 2

HANEY: Cat hy Haney, NRC.
MR. McNEES: Jim McNees, State of Al abana.
FACI LI TATOR CAMERON: Ckay. Let's do the back

well as the two. We're just introducing

M5. ROY: Lynn Roy, California.
FACI LI TATOR CAMERON: G eat .
MR. THOWPSON: Jared Thonpson, Arkansas.

FACI LI TATOR CAMERON:  And, Lynn, | think

you're also with the medical community; right?

MS. ROY: Yes. | didn't know how we were

i ntroduci ng oursel ves.

FACI LI TATOR CAMERON: California was good.
MR. SCOIT: Philip Scott, California.
MR. BATTELLE: Keith Battelle, California.

MR WOMM Grard Wonm California Departnent

of Heal th Servi ces.

Aut hority.

MR. ALAMO Terry Al ano, California.

M5. BCEK: Heidi Boek, New York State Energy

MR. VANGUARD: Richard Vanguard, NRC
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LOHOUSE: Paul Lohouse, NRC.

McDANI EL:  Keith MDaniel, NRC

2 3 3

BALDMOY:  Paul Bal dnoy, DHS, California.

MR, H CKMAN:. John Hi ckman, the Cty of
Cal i fornia, DHS.

MS. YOUNGBI RD: Barbara Youngbird, New York
State Environnmental Conservation.

MR. FURY: Ken Fury, California.

M5. HENNER:  Kat hl een Henner, California.

MS. SCHNEI DER: Kat hy Schnei der, NRC.

MR. BOLLING Lloyd Bolling, NRC

FACI LI TATOR CAMERON: Al l right. Well, that
will give everybody an idea of who's out here. That went
so well maybe we should quit while we're ahead. We're
going to forge ahead. Don, would you like to start off?

"M N" WORKSHOP: THE NRC S MEDI CAL RULEMAKI NG | NI TI ATI VE

DR. COOL: GCkay. Good norning. |I'll have to
figure out exactly how far | should hold or not hold this
so that | don't either blow nyself out or you can't hear
ne.

| want to spend the first couple of mnutes
just nmaking sure that we are all understanding where we
have been and where we are going through this process for
the revision of Part 35. | don't really need to see ny

name very | ong.
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As nost of you are acutely, perhaps
chronically aware of the history, the Nuclear Regul atory
Comm ssion and the states have been | ooking at the issues
regardi ng nedical for a long period of tine.

At NRC, there were a series of reviews, an
internal review conducted in 1993. There was an external
review contracted by the NRC with the National Acadeny of
Sci ences-Institute of Medicine report published a couple
of years ago now.

That noved into the strategi c assessnent
process, which Chairnman Jackson tal ked to you about on the
first norning of this nmeeting. The results of that
process came out through a series of staff requirenents
meno. That's what the SRMon that first |line neans for
t hose of you who are not famliar with another one of the
many, many, many NRC acronyns. That is the mechani sm by
whi ch the Comm ssion gives the staff specific directions,
i nstructions, approvals, denials, et cetera.

The particular strategic issue that the
Comm ssion addressed in this particul ar arena was
Direction-Setting |ssue Nunber 7 on materials nedical
regul ation. The itens which were in that SRM started,
first and forenost, with a reaffirmation of the basic NRC

programin the materials and the regul ati on area.
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Fromthere, it noved to a whole series of
rather nore specific directions with regards to the actual
revision of 10 CFR Part 35. That was, first and forenost,
to try and refocus the rule towards procedures that pose
the highest risk, consider alternatives for the diagnostic
procedures consistent with risk, to try and capture the
rel evant safety issues in precursors. W'Il be talking
sone nore about what that neans and what the possibilities
are for capture, which is an interesting term

They directed us to | ook at changing the term
of msadm nistration to nmedical event or sone other term
They didn't specify what it was. They asked us to | ook at
trying to redesign the rule to allow for nore tinely
i ncorporation of new nodalities and activities. They
asked us to take a hard | ook at the quality managenent
programand to try and focus that on patient safety.

The SRM in fact, went into a little bit nore
detail than what | wanted to try and squeeze on this slide
in ternms of potentially focusing sinply on sone of the
primary objectives and getting rid of sone of the other
detail which exists in the current rule.

|"mactually a little bit surprised that Ed
Bailey isn't already clapping. Are you awake, Ed?

MR BAILEY: Yes.

DR. COOL: Thank you.
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And they asked us to | ook at to what extent we
coul d use avail abl e i ndustry gui dance and standards in
terms of facilitating either the rule or the guidance that
would go allowwith that rule.

The Comm ssion and the staff requirenments SRM
al so give us a very tight tine |ine associated with this
rul emaking. They told us that they we had to bring thema
final rule by June of 1999, no ifs, no ands, no buts, no
excuses.

W, in fact, tried going back and telling them
that it really would warrant taking a little bit |onger to
make sure we had gone through a proper and a process and
had sonme tine to consider sonme of these issues. They cane
back and said, "No. You didn't listen to us the first
time. W said June of '99. Be done.”

So we are in a process, which we have up on
the schedule. W're running a series of facilitated
nmeetings this fall, this neeting being one of those.

W'll talk alittle bit nore about those in a little bit.

In order to acconplish the overall tine line,
we need to have a proposed rule to the Conm ssion in the
Spring of '98, the actual official public comment period
required by the Adm nistrative Procedures Act that sunmer
so that we can have a final rule back to the Comm ssion in

the Spring of 1999.
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We are, in fact, trying to get as much input
as possible given the short tinme frames that we have
available to us before trying to get a rule back up to the
Comm ssi on.

There have been a nunber of neetings with
various professional societies and activities. Cathy
Haney, in fact, is on the second |eg of a grand world tour
of the United States, started out in Chicago and will end
up in Olando tonorrow for the ASTRO neeting. W net with
ACNP and SNM ACR, a nunber of the other folks to the
extent that we would try to get on their schedul es and
have sone tine avail abl e.

We have the public neetings, which I'll talk
about in a nonent. And we have the materials which are
avai l able, the things that we're going to be tal ki ng about
today and as we continue to nove forward sone of the other
mat erials as they are devel oped on the NRC Wb site.

For those who are in the States, you' ve
already heard a little description. Once the techni cal
forumactually residers out on this coast on a server, you
can get to it fromthe NRC honme page. It is alittle bit
circuitous in that you have to click on "Public
Participation” and then discover that there is a little
I ine about the second |ine down of things that you can

click on that says, "Rulenmaking.”" And that's how you
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eventual |y work your way through the process. [It's not
exactly the nost user-friendly honme page. W have to see
if we can continue to try and refine that soit's alittle
bit easier for you to find.

The public neetings. W are here today

meeting with the states, in particular, as the group

around the table and the folks on the Wst Coast. In two
weeks, we will be in downtown Phil adel phia. A coupl e of
weeks after that, we will be in Chicago to go through

t hese sane sorts of discussions.

For those of you who want to wite down the
actual detailed |ocation of the NRC technical forum you
can try and wite that down. W'I|l put that up later.
|"ve got the copy here. | don't know that you want to
spend a whole lot of tine. But if you ever get it typed
inright and find it, I would suggest you put a bookmark
on it because there are enough letters and dots and col ons
and things in there to nake typing it in each tine
extraordinarily aggravati ng.

| want to spend just a noment or two before we
nove into sone of the other issues tal king about the issue
of risk. The Conm ssion asked the staff to try and
construct a rule that was nore risk-inforned,

per f or mance- based.

NEAL R GROSS
COURT REPORTERS AND TRANSCRI BERS
1323 RHODE | SLAND AVE., N W
(202) 234-4433 WASHI NGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

592

Now that, as Chip has said, has becone a catch
phrase around the Conmi ssion in terns of a thenme, in terns
of an approach for all of the regulatory activities that
we're pursuing, not just nedical, not just materials, but
reactors in every place el se.

If you' re tal king about reactors, it's fairly
sinple, actually, to think about what risk-infornmed and
perf ormance- based m ght be. There was a relatively
wel | - devel oped net hodol ogy, PRA types of anal yses. Mbst
of the reactors have had Level 11, Level 11l PRAs done,
and there's a great deal of experience, a body of
knowl edge and practice, that has gone on with that. And
it deals with traditional radiation protection, nuclear
safety-type things of keeping people and radiation as far
apart as possible and keeping the dose as | ow as
reasonably achi evabl e, preferably none at all.

Well, as you know, nedical is the one place
where that kind of paradigmsinply doesn't hold up. And
so one of the issues that we have to try and deal with her
is what risk neans in Part 35 and how to best | ook at risk
because there's occupational risk. Certainly there's
physi ci ans, there are nurses, technicians, and ot her
peopl e who are working with it on a daily basis, for which

there is occupational exposure being invol ved.
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There is dose to nenbers of the public as a
result of a patient who has been di scharged, other
activities, other people in the hospital who are not
associated in any way with the activities.

But then there's this subcategory of those
fol ks who are nomnally nmenbers of the public. They're
referred to as patients. And they're there to receive
sonme kind of treatnment, receive sone kind of benefit from
what ever the nedical community can provide in terns of
di agnosis and therapy to try and cure or diagnose
particul ar di sease processes. That neans that we are, in
fact, in a position of putting the radiation and the
peopl e together deliberately and specifically to
acconplish a purpose. So at that point, mnimzing dose
does no | onger serve as a reasonabl e expectati on.

Now, maybe minim zing in the context of
getting the best inmage possible without getting any nore
mat eri al than necessary has sone sense. But if you're on
the therapy side of the arena, an under dose is just as
bad perhaps or nore so as an overdose because you haven't,
in fact, acconplished the purpose that you' ve intended to
do, which is to destroy sone part of the human body which
i s diseased, the cancerous tissue or whatever it nmay be,

and | eave the rest of it untouched and functioning so as
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to allow an individual to continue to live with the
quality of life.

So the itemthat we want to put on the table
very briefly, first of all, is howthose three very
different types of risks mght or mght not play into the
issues in terns of constructing this rule and to what
extent different kinds of nodalities or practices within
the overall use of radioactive materials in nedicine could
be categorized into lower risk or higher risk.

Quite frankly, we have | ooked at sonme of the
ones. You get traditional radiation protection people,
and they' Il say, "Well, that's fine. Anything |ess than X
dose has got to be lowrisk. And anything greater than Y
dose has obviously got to be high risk. And in between,
there m ght be sone things that are in the mddle."

Wil e that maybe has sonme logic to it and is
attractive to some of us who |like to draw nice, neat,
little square lines all the way down the page in ternms of
having it match up with the other requirenents for
occupational and public exposure, it's not totally clear
to me yet at this point. That's why we're asking the
guestion as to whether or not that forns a reasonable
basis for risk.

Part 35, of course, has always had or for a

very long period of tinme had sone various things
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associated wwth it. And there were sone categorizations.
In theory, the 100, 200, 300 types of levels were based,
at least to sone extent, on risk or you could look at it
and say, "Well, all things that are diagnostic, you shoul d

consider as low. And all things that are therapy, you

shoul d consider as high." But those sort of blur in the
m ddl e.

And so what | wanted to do -- and I'll turn it
back to Chip now -- is to have a brief discussion on what

is lowrisk and what is high risk as we proceed through
| ooking at this and trying to get the Conm ssion's
direction in terms of a risk-inforned rule.

FACI LI TATOR CAMERON. Ckay. Thanks, Don. In
addition to the risk issue, are there any questions about
schedul e format? Probably get those out of the way now.
But the mmj or substantive area here is this over-arching
i ssue of risk

Wio would like to start us out with comment on
this? Ed Bailey?

MR. BAILEY: Bailey from California.

| think when we were | ooking at risk in the
medi cal setting, a recent experience | had with going to
visit a gammonite facility and literally being there
t hrough the whol e process of the physicians and physicists

wor ki ng at the treatnment plan sort of interactively --
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"Il have to admt | wasn't there when they drilled the
holes in the woman's head to put the brace on, but seeing
the woman wal k into the ganmonite, be treated in a period
of about 15 m nutes, and wal k about. During this process,
whi ch overall took three, four, five hours, there were two
radi ol ogi sts, two nedi cal physicists, soneone | don't know
what her job was, but she was visiting.

Anyway, in talking to the doctors afterwards,
it was treating sone sort of tunor soneplace down in the
ear with a long nane. And they described what woul d
happen if that woman had not had that kind of treatnent.

She woul d have had approxi mately 12 hours of
surgery where the physician was |ooking in her ear with a
m croscope to see howto cut and scrape. And she would
have been hospitalized for |ike two weeks. And to ne the
risk of some error fromthat ganmonite treatnent paled in
conparison to the risk that was associated with the
alternative procedure and, quite frankly, the pain and
di sconfort and cost.

The cost for the treatnent was |ike $25, 000.
The alternative they said was over a quarter of a mllion.
So | think when we start |ooking at risk in a medical
setting, we have to weigh not just the radiation risk and
the possibility that there's going to be physical injury,

cancer-induced, or sone genetic problemas a result of it.
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We've got to |look at what the risk is to that individual
patient conpared to no treatnent or an alternative
treat nent.

FACI LI TATOR CAMERON: Ckay. | think that's a
great opening comment that risk isn't just neasured in a
vacuum

Aubr ey?

MR GODWN:. | would submit to you an
addi tional problemwhen you start dealing with risk and
try to do sinple mathematical cal culations. You have to
choose a nodel. And whether you choose a |inear,
no-threshold, or threshold nodel nakes a | ot of difference
as to what you come up with, whether you're |ooking at
econoni cs or whether you're |ooking at injury.

| think that the current nodels that were used
by many, particularly EPA agency types, to estimate risks
are wong. Now, | think there should be a real serious
| ook at whether the linear, no-threshold nodel is the
appl i cabl e nodel that should be appli ed.

| woul d urge the Conm ssion and the Conmmi ssion
staff to really take a hard look at that. This may sound
like heresy, but | really think that there's sufficient
evidence to justify a real hard | ook at this.

| al so support the comments of Ed. | think

that it's going to be very difficult to do a risk
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eval uati on when you're tal king one on one because the risk
on | ow nunbers becones a rather foolish statistical act.
So you really need to | ook very carefully before you try
to tread into these waters.

FACI LI TATOR CAMERON:  And | just would rem nd
everybody to try to speak into the m crophone. | think
we're alittle bit |ow again.

Don, do you have any context that you want to
put onto Aubrey's statenent in terns of one of your
initial questions of how do you place these different
nodalities into high, |ow, nediumrisk?

DR. COOL: Well, Aubrey is quite right, of
course, in terns of the assunption you make about the
radi ati on dose risk and the assunption you make about
linear or nonlinear. There are, in fact, a whole series
of exercises going on which NRCis a part of in terns of
funding for the new B.E.|. R study which is ongoing and
sonme of those activities.

| woul d expect that sonme of you probably wll
smrk at that particul ar reference because you nay or nay
not believe that such a group will take a | ook in the way
that you would want themto take a | ook

That is certainly an issue which will play
out. | suspect, quite frankly, that that is going to play

out over a much longer tine frame that we have in this
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particular rule activity, but it's one that | agree with
you needs to continue to be | ooked at.

FACI LI TATOR CAMERON:  Thanks, Don.

M ke Mobl ey?

MR. MOBLEY: M ke Mobley from Tennessee.

| hear what Ed and Aubrey are saying. And |
agree with it. | nean, you' ve got to consider these
issues. But | think there are other considerations that
you have to fold in there. M statenent is probably going
to be alittle broader, although Aubrey by going all the
way back down to the theory of radiation inpacts,
radiation risk, that's pretty broad.

Anyway, let me just make a few comrents to
provi de perspective | think when you' re evaluating risk.

It concerns me considerably that we seemto be going in
two different directions in this country at the present
tinme.

We have the somewhat EPA-driven, although it
may not be wholly EPA-driven, perspective regardi ng waste
di sposal and certain kinds of radiation practices that are
bei ng driven down to near zero inpacts at an extraordinary
cost.

We have in the nedical arena, in particular, a
perception that, well, cost is really inportant and we' ve

got to look at all of these things and we're novi ng away

NEAL R GROSS
COURT REPORTERS AND TRANSCRI BERS
1323 RHODE | SLAND AVE., N W
(202) 234-4433 WASHI NGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

600

fromthings that have generally been pretty standard in
radi ati on protection, you know, holding the patient in the
hospital until the doses were below a certain | evel or
what ever .

At this neeting, sonething that | predicted
sone tinme ago we see occurring. And that is we are seeing
nmore material out there in landfills, dunpsters, nedical
i ncinerators, |laboratories, sonme of which is very
significant.

When you have sanple material sitting around
in non-radiation arenas that's reading MR per hour |evels
for long periods of time, people are getting exposure to
this. And you look at that, and you say, "Wait a m nute.
You know, if we were disposing of that as | ow | evel waste,
it would be over here. And you couldn't expose anybody in
500 years to nore than 25 mlliremfromthat."

Sonmehow we' ve got to put sone bal ance here to
make sure that we're not getting ourselves into a
situation where we have patients that are out there
wal ki ng around that have a | ot of radioactive material and
are exposing a lot of the public; whereas, we' re spending
a |l ot of noney over here trying to reduce sone
hypot heti cal exposure. Now, that's a broad issue there,
but I think it's one that we do have to keep in mnd as we

go al ong here.
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And one nore statenent. |'mnot going to be
here too long this norning. So | want to get this one in.
It's interesting to ne on these nedical events that we're
calling them-- and I'mnot a physician. So |I'mopen to
under st andi ng.

But | read these things, and |I see that John
Doe got 25 percent nore than what he was supposed to get.
| don't think |I've read one yet where they said that's a
problem It's always that didn't nake any difference.
Ckay. No problem

And |'m al ways hearing about, "Man, we're down
to five percent. W do these doses within five percent of

what we want to, and that's critical," et cetera, et
cetera, et cetera. But then we get a 25 percent
overexposure to an area or to the patient or whatever.

It's not a problem | don't understand.
need sone help in that arena.

FACI LI TATOR CAMERON: | think you' re probably
going to get sone hel p.

(Laughter.)

FACI LI TATOR CAMERON:  And | hope you don't
have a plane to catch anytinme soon.

MR. MOBLEY: | do, and | will.

FACI LI TATOR CAMERON: Ray?
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MR PARIS: | think for the purpose of this
di scussion, we need to focus on what risk we're trying to
talk about. Is it patient risk? 1Is it occupational?
What are we trying to resolve here? | can't quite focus
on where we're going. So let's define the arena of risk
that we want to discuss and then go fromthere.

DR. COOL: Let ne suggest a franmework. You
can disagree with the franmework. Many probably wll --
whi ch is that occupational and general public ought in
general to be covered by the NRC s general radiation
protection standards or your equivalents, as in Part 20,
and that perhaps the ranking associated with risk and the
things that need to be | ooked at in terns of the Part 35
or your equivalents in the States perhaps should be driven
nore by the patient.

Those were sone very interesting observations
that M ke nade. And that really gets to the crux of the
matter. Around Washington, it gets called the Washi ngton
Post snell test sonetimes, sonmetines referred to as the
outreach factor, which is the difference between what we
around here m ght agree and talk about in terns of risk or
not risk and anounts of material that ought to just be
di sposed of and what actually happens when sonebody's
detector at the landfill trips off because there's a

di aper.
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FACI LI TATOR CAMERON: Ckay. | think that was

a useful construct.

Let's go to Richard and Steve and then get
sone comment fromthe public on these issues. Richard?

MR. RATLIFFE: Yes. Richard Ratliffe with the
Texas Departnent of Health.

| think with what Don just said, it falls
right into what I was going to talk about. You know, we
| ook at the public risk from X-ray and accel erators. And
once it's turned off, there's no risk outside of the plant
or the hospital. The patient's risk. | really think
we've got to nake sure that we | ook at what is practiced
nmedi ci ne and what is our role as protection of public
heal th and safety.

The nore inportant part | think that we have
to do is the occupational risk. And | think we're really
doing a disservice if we don't really | ook at the area.
The NRC only | ooks at byproduct materials. But |I know in
Texas, when we | ook at the occupational ri sk,
cardi ol ogi sts and floor units, we have the highest doses
when we | ook at someone conming in to a VA hospital and
they only | ook at agreenent material but there' s radium
sources there, | think the occupational risk is a
conposite of the agreenment nmaterials, the norm the narm

and the machine to produce radiation. And if you don't
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| ook at all of those risks as a conbined risk, you're
really m ssing the point on the occupational side.

FACI LI TATOR CAMERON: Ckay. Thank you,

Ri chard.

St eve?

MR. COLLINS: Steve Collins fromlllinois.

"Il agree with Don on the first two itens
when he tal ked about application of Part 20, but basing
Part 35 on patient risk is -- howcan | be kind? | don't
agree with it.

To me, nost of the patient risk area, nost all
of it, should be reserved to the risk-benefit decision of
t he physician and that NRC and the states shouldn't inject
t hensel ves into that very much

We ought to keep our focus on worker,
occupational, nenber of the public stuff and require,
sonmehow or the other, that people that are trained,
qgual i fied, and experienced in this area nake those
deci sions and put up the procedures to guide their staff
in some manner to nmake those risk-benefit decisions for
t he patient.

If you are going to go to a nodality approach
in Part 35, it's not going to be based on patient risk

anyway. It's going to be based on conveni ent dividers,
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based on type of equi pnent or processes being used. And
it's a matter of convenience.

Also | would say that in the Part 20 stuff,
the risk-inforned is once again a risk-benefit type
wei ghting that we have to do. And whether it's high or
| ow woul d be couched in terns of: 1Is it about as |ow as
it can reasonably get to without spending too awfully much
money of the health care dollar on it?

FACI LI TATOR CAMERON: Thanks, Steve. |'m
going to take one nore card that's up before we go on
here. Steve, if you could just revisit, help refresh us
as we go through these other areas with that sort of
under |l yi ng concept, and bring that out to the floor when
we get into the specifics?

Aaron, do you have a comment ?

MR. PADGETT: Yes. | guess I'mjust a bit
confused after one comrent that Don nade. \Wich public
standard are we tal king about? Because now | have one
that says maxi mum of 100 mlliremw th ALARA applied bel ow
that. | have another that says 500 mlIliremthat applies
to the release of patients. And now | have two standards.
And I"'ma little confused as to what public standard we're
tal ki ng about.

FACI LI TATOR CAMERON: It sounds |ike a

question for you, Don.
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DR. COOL: Welcone to the controversy.

MR. PADGETT: Right.

DR. COOL: As you know, Part 20's basic public
limt is 100 mlIliremper year. Part 20 also contains an
alternative which licensees could apply for under certain
limted circunstances to go to 500.

The Comm ssion now over a year ago agreed that
rel ease of patient constituted a limted sort of situation
in a general sort of construct such that that rel ease
could be at the 500-millirem|evel because it was not
likely to be replicated a | arge nunber of tinmes. And
there were a nunber of other argunents.

That construct is, in fact, limted to rel ease
of patients. It's why it's contained in the present Part
35.75 and is not generally applicable to all of the other
areas. | will tell you that there is a simlar rule
presently under consideration which would apply to
i ndi vi dual s who woul d be visiting a patient in their roons
to have a matched construct in ternms of that amount.

But it does exactly. It would, in essence,
say that if you had sonmeone you were close to, wfe,
daught er, grandnother, sonething |like that, who was under
treatnment, that it would be allowable for you to have
perhaps ten tines what NRC would normally all ow any nenber

of the public in the conmbination of visiting that
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i ndi vidual, providing for themwhile they were in the
hospital, and then after they were released if they had
had perhaps a therapy treatnment with iodi ne or sonething
i ke that.

MR, PADGETT: Just a quick response, if | may.
| understand that. And I'mnoving real quickly to all ow
the rel ease of patients where a nenber of the public m ght
get to 500 mllirem

However, every physician who is an authorized
user in North Carolina is going to be allowed to rel ease
patients. So we're going to have a nunber of nenbers of
t he public who exceed 100 mllirem

| cone back to the problemthat Mke has. |'m
al so regul ating, helping regulate, the devel opnment of a
| ow- 1 evel waste site. And there we're seeing: Hey, if
anybody out to 10,000 years at any point in time can get
25 mllirem you can't open this site. Were is the
| ogi c?

FACI LI TATOR CAMERON: And keep in mnd that
this larger issue of risk conparison, |I'mnot sure that
the Part 35 rulemaking is going to be able to bear the
wei ght of all of that, though those are good issues.

|"mgoing to go out to get some comment from
the public. | don't knowif we'll ever be able to close

on it, but the mllion-dollar question is still: How do

NEAL R GROSS
COURT REPORTERS AND TRANSCRI BERS
1323 RHODE | SLAND AVE., N W
(202) 234-4433 WASHI NGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

608

you characterize areas of |ow, high, in-between risk here?
Carol, do you have a coment? You can go over to that
m ke. It would probably be easier.

DR. MARCUS: (Cbviously the way to do nedi cal
risk is sonething that people in the nedical profession
have worked on for many, many years. |It's new for the NRC
to be looking at the whole area of what is involved in a
medi cal risk analysis, but there is a lot of help out
t here.

Recently, in 1997, a
Presi denti al - Congr essi onal Comm ssion on Ri sk Anal ysis and
Ri sk Managenent published their final report. |'ve given
a copy of the first volume to Chip Caneron. It really is
t he nost inportant one for our purposes.

And | think one of the nost inportant
conponents of this is that you must | ook broadly when you
anal yze the risk of any activity or, else, you end up
| ooki ng at sonmething that isn't very inportant at all and
ignoring sonething that is terribly inportant.

There's a short paper by Ral ph Keeting that
|"ve given to Chip as well that was published in the New
Engl and Journal of Medicine, which is one of our nost
prestigi ous nedical journals, by one of the best risk

anal ysts in the country. And it's our nedical risk.
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One of the things you have to keep in mnd as
you |l ook at risk here is that the cost of regulation is a

very inportant aspect when you | ook at risk, just cost

itself. In 1997 dollars, you average for every $12
mllion that is spent on regul ation, good regul ation or
bad regulation, -- it doesn't matter -- but for every $12
mllion spent on it, one random person dies.

And they di e because you didn't spend that
money fixing the roads, getting newtires for your car,
getting better health insurance, or doing other things
wi th the noney that enhances your safety.

The trick is to show that for every $12
mllion that's spent on regul ation, you save many nore
t han one person because you're going to kill one, no
matter what you do, statistically.

The cost of NRC s nedical regul ation,
basically nucl ear nedicine regulation, is not in user
fees. The cost of conplying with all the license
conditions and requirenments and regulations in the United
States is about a billion dollars a year, including al
t he agreenent states and including accel erated produced
materials. That conmes to about 83 random deaths a year.

NRC had better be showing that with all of
t hese costs, whether they're reasonable requirenents or

not, that they are saving nore, a lot nore, than 83
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peopl e. And when you bear in mnd that in nuclear
medi ci ne, since 1936, we have done over a quarter of a
billion procedures in this country and there is one

radi ati on death from nuclear nedicine, it doesn't seem
of fhand that this risk balance is going to conme out very
much in favor of spending a | ot of noney on regul ation.

One of the other things you have to look at is
the risk of a patient not being treated at all. There are
states in the United States, mainly in the far Wst, where
very few physicians will touch nuclear nedicine therapy
because of the onerousness of the queineral, where
patients go to Salt Lake City for their therapies because
they can't conveniently get access in their own states.

| f you have soneone with Grave's disease --
these are usually young wonen with little children -- who
get heart attacks or strokes because they didn't get help
quickly, that is a terrible risk to that patient. And you
really have to ask whet her what you're doing to protect
people is nore than what you're doing to harma young
worman with an untreated Grave's di sease.

You al so have to | ook at the risk of
alternative procedures if people decide your regul ations
are so onerous that they won't use them And you will
find that there are alternatives to any nucl ear nedicine

pr ocedur es.
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Oten they have nore radiation attached to
them A pul nonary angi ogram for exanple, is an invasive
procedure. It has many risks that have nothing to do with
radiation at all. And then it has about four tinmes the
radi ati on that a nuclear nedicine |ung scan has. So
that's one of the conponents of risk when you do an
anal ysi s.

The point that several of you have brought up
-- | think Aubrey m ght have been the first one -- the
I inear no-threshold hypothesis -- we all know the health
physi cs stand.

What you rmay or may not know is that soon
afterwards, the American Coll ege of Nucl ear Physicians
supported it unaninously. And at its |ast neeting, the
Soci ety of Nucl ear Medicine did so, too.

So you really have a | arge contingency of
prof essionals who just don't believe that this tiny,
little mlliremanounts are worth arguing about. The
consternation shared by many of you that 21 mlliremis
sin in one context and in another it has to be over 500,
it issilly. It's a separate issue to deal with

But we can't really find risk in workers who
get exposed to levels up to five rem So why are we

fooling around with very low levels, |evels that people

NEAL R GROSS
COURT REPORTERS AND TRANSCRI BERS
1323 RHODE | SLAND AVE., N W
(202) 234-4433 WASHI NGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

612

who live in Colorado get every year? 1In Colorado, it's
tied for the third | owest cancer death rate in the nation

FACI LI TATOR CAMERON: Carol, I'mgoing to ask
you to just stop with that thought. That was a good
summary, | think, of what went on around the table and
sone good thoughts for the NRC. If we have tine at the
end of the day, we're going to go back and see if we can
el aborate on this.

Dr. Wiite, did you want to say anything at
this point? W wll conme back up to the table and finish
this part of the discussion off quickly. And we're going
to go to nmedical policy statenment next.

DR. WH TE: Thank you very rmuch

| have a prepared statenment I'd like to read
for the record and then some comments |1'd |ike to nmake.
"1l make it as brief as possible.

|"m here representing the Nucl ear Medicine
Physi cians of California. The Nuclear Medicine Physicians
of California are pleased at the progress we are naking
with the California Radiol ogic Health Branch in inproving
the quality of nuclear nedicine regulation in California.

We believe that NRC s new regul ati ons shoul d
be an itemof conpatibility at no |l evel greater than
i nformation.

(Laughter.)
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DR WHI TE: W continue to believe that the
adequacy and conpatibility provisions of the Atom c Energy
Act refer to the standards of Part 20 and do not extend to
medi cal and pharnmacy practice.

We believe that if NRC s new Part 35 is of
excellent quality, -- and we hope it is -- then the
agreenent states will be eager to enbrace it voluntarily.
They shouldn't be forced into it.

However, this would require a consensus
docurent between NRC and professional and regul atory
st akehol ders. And we urge NRC to insist upon such
consensus. NRC conmm ssioned a two-year, two and a quarter
mllion-dollar National Acadeny of Sciences' internal
Institute of Medicine study of its nedical regulatory
program And the report was issued in Decenber 1995.

It appears that the report has not been read
at NRC or it has fallen on deaf ears. W believe that the
quality of the report is excellent and the NRC needs to
address the criticisnms and suggesti ons made by the
NAS- | OM

As this has not yet satisfactorily occurred,
we urge NRC to begin to do so. After all, the concl usions
of the NAS-1OM were not only recommended by the Society of

Nucl ear Medici ne and the American Col |l ege of Nucl ear
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Physi ci ans but by Comm ssioner E. Gail dePlunk and
Chai rman Ivan Sullivan as well.

Despite assurance of conprehensive risk
anal ysis for nedical regulation by Chairnman Jackson, no
ri sk anal ysis has been produced. And none appears to be
in the pipeline. W believe that a risk analysis
conpati ble with the guidelines of the
Presi denti al - Congr essi onal Comm ssion on R sk Anal ysis and
Ri sk Managenent is essential as a franmework for new
regul atory paradi gns.

Despite Dr. Cool's pronise that NRC woul d
reconsider a Part 35 rewite with a, quotes, "clean sheet

of paper," end quotes, it appears froma recent ACMI
neeting that only very limted choices are being
considered by NRC. And those choices do not represent any
i nnovative change. This is not acceptable.

Al t hough the Conmi ssion prom sed ACNP and SNM
a partnership process, we are not even represented at any
of the working groups. W, therefore, strongly urge NRC
to heavily weigh our input at public neetings.

Even if NRC s new regul ati ons were to be
excel l ent, we have concerns that NRC woul d renove via

licensing what it gives us by regulation. This is a

problemw th three draft guides that NRC has recently
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produced for manufacturers; physicians; and pharnacies;
and, for one final guide, for the patient discharge rule.

In addition to questioning the content of
t hese gui des, we question even the need for guides at all.
We believe that NRC has to address this problem Due to
our unresolved concerns, we do not wish California or any
ot her agreenent state to be forced to adopt any of the new
Part 35 or its acconpanying regulatory and |icensing
gui des.

For decades, NRC did not interfere with
agreenent state nedical and pharmacy prograns. The recent
NRC interest in controlling these prograns appears to have
a significant econom c conponent.

While the Atom ¢ Energy Act as anended
encouraged the formati on of agreenment states, the Congress
in 1990 required that NRC obtain virtually all its
operating funds fromuser fees. As nore and nore
I icensees paid agreenent states, instead of NRC, NRC staff
faced eventual cutbacks. [It's not surprising NRC would
try to stop nore states from begi nni ng agreenent states,
threaten to take back prograns, or nmake conpatibility so
expensi ve that the governors woul d give back their
prograns to NRC.

Asking the NRC staff to encourage the dem se

of their own positions is probably asking too nuch. |If
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the comm ssioners of NRC do not satisfactorily address
this issue, then the Congress nust intervene to stop a bad
situation which the Congress inadvertently created.

We continue to believe that the npbst pressing
problemin nuclear nedicine is the erosion of
qualifications for authorized users. The quality of
nucl ear nmedicine practice is suffering significantly as a
result. We continue to strongly recommend that NRC and
the agreenent states require evidence of nastery of
guantitative radiation protection science and significant
hands-on experience with radi oactive materials before
permtting any physician to be an authorized user.

No |l ower qualifications than that of the ACGAVE
shoul d be accepted by NRC or agreenent states. \Wether or
not such physicians have the nedical qualifications to
practice nucl ear medicine should then squarely be put into
t he hands of practice privilege conmttees, the Joint
Comm ssion on Accreditation of Health Organi zations, and
state boards of nedicine.

In addition to that statenent, | would like to
touch briefly on the econom cs of rulemaking in the
private practice of nuclear nedicine. There are sone very
stringent pressures being placed on the private practice

of nucl ear nedicine today, in nedicine in general
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t hroughout the country. But it inpacts greatly on the
private practice.

Wth agencies |ike the Health Care Fi nancing
Adm ni stration, HMOs, PPGCs, any other form of managed care
that you can conjure up, there is an absolute ceiling
pl aced on paynents. One can charge whatever one wants.
The bottomline is what one gets paid, hospitals,
physi ci ans, any other providers. Wth an absolute Iimt
on what they're paying, one cannot any |onger pass on
costs that are laid on an individual for the practice.

As Dr. Marcus nentioned, there's a billion
dol l ars equivalent in satisfying and conplying with the
regul ati ons of NRC for nuclear nedicine. That equates to
roughly $100 per scan in this country. That's an expense
t hat cannot be passed on to the insurers any |longer. The
i ndi vidual s who are performng it, the hospitals, offices,
physi ci ans have to eat that, one way or another.

The hospitals are under pressure from al
sorts of other aspects in the pay arena, and they are
constantly having to reduce their costs. The major areas
they're doing that in is personnel.

Enpl oyees are being laid off left and right.
| f any of you have been to the hospital lately, you'l
notice that the people taking care of you in the hospital

bed are no longer wearing R N. pins. They're L.P.N.'s,
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ai des, assistants, what have you. There will be one nurse
covering multiple patients with a whole series of

non- nurse people taking care of you. That's because of
econom Cs.

The sanme thing is happening in our departnent
in nuclear nedicine. M technical staff has been cut back
dramatically. W have no clerical staff. W just don't
have the people that are required to take of these paper
chases for regulations that really have nothing to do with
the quality of the care of the patient, nothing to do with
the safety, either direct or nuclear-type safety,
radi ati on safety, for any patient. In other words, all of
this extra work and pay is being put out for no benefit to
t he patient.

Thank you very much

FACI LI TATOR CAMERON: Ckay. Thank you very
much, Dr. Wite.

W do have to nove on here. There are nany
poi nts that were nmade that we coul d debate endl essly and
constructively. The one point that was nade was the
suggestion of a risk analysis done according to the
gui delines of the Presidential Conmm ssion on Risk. At
sone point, it mght be useful to get people' s viewpoints
about whether that's feasible, howit should be pursued,

what ever.
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Let's close this out with Terry and then Don
Fl ater, who has had his card up for a while. Terry, go
ahead,

MR, FRAZEE. Terry Frazee, State of
Washi ngt on.

Just goi ng back and addressing the question
that you originally posed of high-risk, lowrisk. And I
think in the context, I would viewit as being an issue of
harm Cenerally diagnostic procedures, as M ke indicated,
there's never any harmw th what was call ed
m sadm ni strati on.

On the other hand, we know what real harmis.
There have been patients that have died as a result of
radi ati on exposure, typically not in nuclear nedicine or
even in therapy or therapy from machi nes. Accelerators
have kill ed peopl e.

So | think fromny standpoint, the high risk,
lowrisk, it's: |Is real harmbeing done to a patient?
And perhaps the guideline is LD,,3, You know, what's a
| et hal dose.

FACI LI TATOR CAMERON: Coul d you just explain
for those of us who don't know LD, the nunbers? Qbviously
| don't know.

MR. FRAZEE: LD neans lethal dose. It would

be a lethal dose to 50 percent of the popul ati on exposed
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over a 30-day period. It happened to be the one | picked.
It could be different but a | ethal dose to the population
exposed.

FACI LI TATOR CAMERON: Ckay. Thank you, Terry.

MR. FLATER: One concern | have is that we
have been spending a whole [ ot of tine tal king about
gl obal things. And there's one thing that hasn't been
brought up. And it's a concern

These gl obal things are all fine, but what do
you do with the physician, technol ogi st, whatever that
isn't conpetent? |'mnot tal king about anybody in this
audi ence because |"'msure they all are. But there are
some out in our |ess popul ated areas where we have peopl e,
doctors, technol ogists, physicists that just flat aren't
conpet ent .

And | would hope in this global issue where
we're turning | oose of everything we don't | ose of the
need to be able to deal with the issue of inconpetency on
a very small group of people.

FACI LI TATOR CAMERON: Ckay. Thank you. |
think we're going to be com ng back to that issue in
trai ni ng and experience.

Don, do you want to, or Cathy, tal k about the

policy statenent?
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DR. COOL: GCkay. Let's go ahead and nove to
the next. | want to turn this to Cathy Haney, who is ny
section | eader working on the rule, who will give you a
very brief overview of the options that were laid out.

Let me preface all of these. | think she wll
probably give you the sane preface again. These were
opti ons which were constructed by the working group. They
were constructed keeping in mnd the guidelines which the
Comm ssion had given us in the staff requirenents but did
put some boundaries on what we could or could not
consi der.

These are not intended to be all-inclusive.
| f you can cone up with sonething that you believe woul d
work better, that's what we're here today to try and hear
or if it's some conbination, it's part of this and part of
this and part of this one, to create effectively another
option. That's what we're here today to try and do. So
if you have sone other idea that is within the bounds of
what the Comm ssion gave us in terns of guidelines, we're
very nmuch interested in hearing those.

One quick admi nistrative nmatter for our
st enographer here who's keeping the transcript. For those
of you, particularly nenbers of the public and the
audi ence who are maki ng presentations, if you could stop

by and see himat sone point so that he can nmake sure that
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he get your nanes correct for the record, | think that
woul d be nmuch appreci at ed.

Cat hy?

M5. HANEY: Good norning. |1'd like to take
about two mnutes and just tell you a little bit about the
wor ki ng group. As you see fromthe slide, these are the
groups within NRC and the states that each has provided a
representative to the working group.

| amchair of the group. W have
representatives fromthe State of Chio and the State of
Al abama. They were introduced to you this norning. W
have had one formal neeting of the working group so far.
That was in August. And that was when we spoke about
these alternatives and basically what it was going to take
to get the rule done in the two-year period.

We're al so using a steering group approach
where the work that's com ng fromthe working group is
then reviewed by the steering group. Again, it's
important to note here that we do have agreenent state
i nvol venent on the group. TomHill is sitting on the
steering group.

At our first neeting, we discussed several
itenms. And those itenms we'll go through with you today.
One is recomendations for revisions in the NRC s nedical

policy statenent.
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In the Commi ssion's SRM they asked that we
| ook at this and decide if change is needed to be nmade to
the policy statenent. W also | ooked at the patient
notification requirenents, requirenents for radiation
safety commttee, training and experience in this area.

We | ooked at those primarily for the
aut hori zed user but also for the radiation safety officer,
medi cal physicist. And we did touch on whet her we needed
to be looking at any training requirenents for ancillary
personnel. W | ooked at the quality managenent program
and the threshold of reportable events.

Al so at that neeting we took a little bit of
time to talk about the structure of Part 35. | think it's
important to just show you at |east our prelimnary
di scussions on the structure so that you can see where
some of these itens that we'll be speaking about today fit
in and al so get naybe your viewpoints on where you think
they should fill in.

Basically we saw the rul e being structured
into a general administrative section, a
general /technical, and then going into the
nodal i ty-specific sections. At least for right now, these
are the nodalities that we have identified.

As woul d be applicable, the thing to note here

is that the emerging technology -- this is our attenpt at
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trying to find a place to fit in any of the new energing
technol ogi es that woul d cone about that wouldn't fit into
any of the other categories.

Then we woul d have a recordkeepi ng section and
a reporting section. And the |last would be the
enforcenent. Now, this is not the enforcenent policy for
Part 35. This is nerely the two or three paragraphs that
exist at the end of the current Part 35 that just say that
we can issue an order if we have to, those kind of
catch-all paragraphs.

As we go through these different sections
today, it would be interesting to get your views on
whet her these topics belong up in these general,
adm ni strative, and technical sections or whether they go
down in the nodality.

Let ne give you an exanple, sonething like a
radi ati on safety commttee. Right now that requirenent
coul d possibly go into a general/adm nistrative section.
But would there be a need to put that down and to just
make it nodality-specific?

Trai ni ng and experience requirenments | end
itself very easily to the nodality-specific sections.

But, again, | thought it would be worth taking a section

to show you the basic outline. W're following this
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outline. It's very simlar to what was used in Part 20
and Part 34.

Al right. Nowl'll start with what | was
supposed to talk about: the nedical policy statenent.
Basically this was devel oped in 1979, and it was to
address NRC s role in the nedical area.

What you see up there right now -- and |I'I|
take a second to read through it for those who aren't able
to see it, what it says. This is the current policy. It
says, "one that NRC will continue to regul ate the nedi cal
uses of radioi sotopes as necessary to provide for the
radi ati on safety of workers in the general public." As we
go through the alternatives, this one tended to stay.
There were no changes made to this itemin general.

The second item "The NRC will regulate the
radi ati on safety of patients where justified by the risk
to patients and where vol untary standards or conpliance
with these standards are inadequate."”

The third statenent is that the NRC will
mnimze intrusion into medical judgnments affecting
patients and into other areas traditionally considered to
be a part of the practice of nedicine. As | said, that's
how t he policy stands now.

This policy was discussed with the ACMJ at

their April neeting, where they nmade some recommendati ons.
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This was prior to us or it was immediately after we got
the direction to go forth with the change with Part 35.

It was again addressed with the ACMJ at their
meeting that took place two weeks ago. They nade sone
m nor changes to this particular item and I'lIl focus in
on that in a second.

The key difference between this particular
itemand the current policy is the last statenent that's
underlined in Nunber 2 that the assessnent of the risk
justifying such regulations will reference conparabl e
ri sks and conparabl e nodes of regulations for other types
of nedical practice.

Also, in the third statenent, the key is here
that the NRC will not intrude into nedical judgnents.
They made it much stronger than what it currently is right
now.

The ACMUI in the neeting that took place two
weeks ago asked that Statenent 2 and 3 switch; in other
words, 3 becones 2 and 2 beconmes 3. They al so asked that
a change be nade in that sentence to bring in the second
sentence under Nunber 2, to bring in voluntary standards
such that it would say assessnent of the risk justifying
such regulations will reference conparable risks and
conpar abl e voluntary standards and types of nedica

practi ce.
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From here, the working group | ooked at sone
ot her approaches that we could take to revising the policy
statenent. In the case of Option 3 -- and |I' m not goi ng
to read through this, but basically we strengthen
Statenent 2, bringing in the fact that we would only
regul ate only where justified by the risk to the patient.

In Nunber 3, we were proposing revising it to
state that we will continually strive to mnim ze
i nvol venent in nmedical practice. In other words, there
are sonme slight differences fromthe current policy
statenent, but it's not very significantly changed.

Option 4 does have a rather significant change
init. In other words, in Statenent 1, as | said, there's
still no change in it. Nunber 2 says that "NRC will
regul ate the radi ation safety of patients consistent with
the risks posed by the radioactive materials. 1In
regul ating the radiation safety of patients, NRCs role is
to assure that the physician's prescription is accurately
delivered to the correct patient.” And then again in
Statenent 3, we're making it clear that NRC will not
intrude into the nedical judgnent form ng the basis of the
physi ci an's prescription.

This particular option is probably the
furthest fromwhere we are currently. And I think Il

probably flip between 1 and 4 as necessary if the
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di scussion needs it or if you want, basically you can tel
me what one you want nme to put on the screen.
Unfortunately, | don't have copies for you, but I'll be
happy to go back to it.

So what we're looking for is: |Is there one of
t hese options that you prefer nore than another or are
there sone changes that we have not thought of that you
would like to put on the record?

FACI LI TATOR CAMERON: Let ne just say two
things to start this off. One, these are options that the
staff has cone up with in order to try to capture the ful
spectrum of possibilities. There nmay be options here that
no one is going to like, but in order to get the ful
spectrumout there, they had to be identified.

Secondl y, obviously whatever option you choose
on the policy statenent, the rules for the substantive
areas for the nodalities or the other cross-cutting issues
are going to have to be consistent with that. So the
chal l enge for Don and Cathy at the end of this is to make
sure that the options identified in the other areas are
consi stent with whatever the policy statenent is.

kay. Comments on the policy statenment on the
options? | think this goes to the heart of the practice

of nmedicine issue that Richard and ot hers brought up. Do
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peopl e think the policy statenment needs to be changed?
Steve, you're reaching for your card.

MR, COLLINS: | agree with Item Nunber 1 on
each of those as no change. For the others, | do strongly
believe that the radiation regulator's role should be to
ensure by sone neans, whether or not we do it or we
recogni ze efforts by others to do it, but just ensure that
the training and qualifications of those people that are
adm ni stering the radi ati on and of those people that are
maki ng t he deci sions on how much to use for what
condition, that their training and qualifications in the
area of radiation safety and determ ning risk-benefit for
the patients is adequate.

FACI LI TATOR CAMERON:  So this sort of
underlines the point that Don made. A question of
clarification: Are we working off Option 4 now or --

M5. HANEY: | can go back. Wuld you like ne
to go back to the current policy?

FACI LI TATOR CAMERON: Yes. Wy don't you do
that? | think that that mght be a little | ess confusing.

kay. Let's go to Aubrey and see if we can
address this coherently.

MR. GODWN: Probably not. Godwi n, Arizona.
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|'' m not sure which one of those had the
comment in it, sonething tal ked about conparing wi th other
medi cal risks or sonething.

M5. HANEY: That's Alternative 2. That's the
one the ACMJ recommended.

MR GODWN:. The only problem | really have
with that - and | think basically it's a good concept --
is that one should | ook probably at the areas of nedicine
that have a good and high standard of practice. Wen you
| ook at overall risk and particularly you go across the
country and | ook at the way nmedicine is practiced, there
is arather significant variation where it's acceptable
risk in some areas versus other areas.

So | think there would have to be sonme way of
judgi ng what is a good and high standard of practice. But
| do think -- | just don't see that where nucl ear nedicine
should be that different in terns of risk from other
nmedi cal procedures where there's a high | evel of standard
of practice.

But | do see that you need to sort of caveat
that a little bit. So look at it. | guess it was Nunber
2.

FACI LI TATOR CAMERON: Can we go to that Option

27
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MR. GODWN:. That concept woul d probably be a

good one to add into it in some way, but | favor a | ot of
the coments in there where you | ook at sort of the
overall risk in the practice because the nedical risk
judgnent takes into account sort of the state of the
heal th of the individual involved.

And, as you get into it, the options becone
| ess viable either way you go. So you sort of have to
| ook at that trade-off. | nean, it may be desirable to
accept nore radiation to get better trade-offs. So |
think you need to look at that a little bit and see if you
m ght can work that in sonmehow

FACI LI TATOR CAMERON: Ckay. Thanks, Aubrey.

It mght be useful for Don and Cathy to get a
feel of how many of you generally support this type of an
addition to the policy or whether anybody is strongly
against it. | think Aubrey was pointing out sone caveats
associated with it.

Ed?

MR. BAILEY: Bailey from California.

| tend to agree with the changes here, but |
al so agree with Aubrey that if there were words put in
that reflected that it was assunmed or expected that the
hi ghest standards woul d be the ones that we were shooting

for.
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| think Steve probably hit the nail on the
head as to where we need to be |looking is at the training
of the users, whether they be physicians or technol ogi sts,
and that we stop shortcutting the requirenents to be an
aut hori zed user and we define, clearly define, what the
responsibilities of the authorized user are. Are they
responsi ble for evaluating the patient or are they
responsi ble for determ ning the dose? Are they
responsi ble for yielding or rendering the diagnosis?

| think in many cases, our biggest problens
are where the physician is less than totally involved in
the patient procedure. |It's where the procedure occurs
and the doctor is not there.

FACI LI TATOR CAMERON: Thank you, Ed. And I
t hi nk you probably have sone exanples from California
about how you tried to work that particular angle in.

Don, do you have a --

MR. BAILEY: Yes. Could | speak to that?

FACI LI TATOR CAMERON: Yes, sure.

MR. BAILEY: One of the problens we've had
t hroughout this medical discussion is that we felt that we
had some conditions that were stupidly sinple that really
added to the quality of what was going on. The sinple
requi renent that if you were going to give a therapy dose

to a patient, the physician had to be in the sanme room
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that it occurred in, the pharmaceutical. Then there was
none of this pointing, and the responsibility was pl aced
directly on that physician.

| think those cases where we have had
m sadm ni strati ons of radi opharnmaceuticals for therapy in
California, w thout exception, it has been where that
regul ati on was not net.

FACI LI TATOR CAMERON: Ckay. Thank you.

Don, do you want to ask a clarifying question
to the --

DR COOL: Yes. 1'd like to get sone
clarification and perhaps get sone ot her people to input
on this. First of all, when we get to the training
experience in just alittle while, it would be very useful
for things |like what you just suggested, Ed; in
particular, whether it applies to specific nodalities,
because | have a feeling fromwhat you just said that it
may apply to therapy doses, as opposed to a diagnostic
scan. Some other things would be very useful to get onto
t he record.

The other thing which | think would be very
hel pful to us in terns of trying to put this package
together is if there are specific kinds of wordings that

peopl e woul d suggest not necessarily live or online but
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giving ne sone suggestions so that we can try to capture
t hose thoughts, we do have this transcri bed.

Also in the context of finishing up this
di scussi on, whether or not you believe that the statenent
that either this or sone nodification of it is sufficient
to hand in whatever regulatory types of structures,
requi renents for the physician would be present with the
adm nistration of a therapy dose or otherw se, whether the
policy is sufficient to allow us to hang those or whether,
in fact, you are suggesting it sinply needs to be added to
the policy statenment in order to facilitate that approach.

W may be junping back and forth here, but
what becones critical for ne is whether or not the policy
is sufficiently enabling to acconplish those purposes and,
conversely, if it is spread too wide to allow what m ght
be perceived as egregi ous things happeni ng around the
edges that you would wi sh to prevent.

So, with that clarification, sone other
di scussi on.

FACI LI TATOR CAMERON: Ckay. We'll be right

out to you. Let's take the cards that are up here around

the table. | believe let's go to Aaron and Steve and then
TomH |l and Stuart, and then let's go out to the
audi ence.
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MR, PADGETT: This is just a logistics
coment. W're getting slides flashed up on the screen.
| have nothing here to ook at. | have to nove as you
move. And | have not really | ooked at these things
before. So sitting here to try to make neani ngf ul
coments or say, "Ch, yes. W support that" to nme is
unrealistic. | don't think I can do that.

FACI LI TATOR CAMERON:  Poi nt wel | -t aken.

M5. HANEY: These are the only set of slides
that you don't have fromhere on down. All the other
alternatives, we do have a slide on themthat sets forth
t he slide.

The background information to these is on the
hone page. So you can downl oad those or we'll be happy to
gi ve you copies of the full statements. \Whichever you'd
prefer we can get to you

MR PADGETT: But you want our comments now,
and I'm --

M5. HANEY: Right. W're trying to | ook nore
for really philosophical cooments. The exact wording,
maybe it's nice, but it's not needed at this point. |It's
nor e phil osophi cal .

Do we take the approach of |ooking for a
conparison of risk between nuclear mnedicine and ot her

nodes of nodality? Are we looking to just limt the
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policy statenent to only dealing with the
pati ent - physician relationship or do things seemto work
fine with the current policy that we have right now?

FACI LI TATOR CAMERON: That's a good poi nt that
Cathy made. Obviously in order to get to where you want
to get to in our future interactions wth people, those
t houghts are going to have to be nmade avail able to you.

St eve?

MR. COLLINS: Steve Collins, Illinois.

Wth this option, | would definitely be in
favor of Option 1 and Option 3 and reversing the order of
3 and 2. Wth regard to Nunber 2, Don Cool introduced by
t he way he phrased sonething earlier a confusion factor
for me. And that's the meaning of "NRC will regulate the
radi ati on safety of patients only" because earlier he made
the statenment that patients are a subset of nmenbers of the
publi c.

In my mnd, once you go into the nedica
setting where you' re seeking help, you are a patient, not
a subset of the nenber of the public. And you're in the
real m of practice of nedicine and nedi cal judgnents.

| don't know what he's tal king about. |Is he
tal ki ng about when you're a patient, that you're sitting

in the waiting room being exposed to soneone el se who is
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being injected? Do you have concern about that or is he
actual ly tal ki ng about --

FACI LI TATOR CAMERON: Don, | think you'd
better clarify.

MR. COLLINS: -- the use of nedicine in the
patient?

DR COOL: | really didn't nean to introduce
confusion. Perhaps it's sinpler just to drop that
construct if that's causing sone confusion for you.

There have been some issues raised fromtine
to time about: What about individuals who nay be in a
wai ting roomwho then are sitting next to soneone who has
al ready been adm nistered before the scan? Sonme of those
i ssues do arise. They don't tend to be a | arge nunber of
t hose.

In fact, the Conm ssion has in general, at
| east by past exercises, taken the view that once you
enter the arena of a hospital or clinical practice as a
patient, you are then in that category and outside of the
real m of a menber of the public.

But you magically switch that when you wal k
t hrough the door, which is always an interesting sort of
concept that I amthis and then | amthat. But don't push

that any further.
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MR, COLLINS: Okay. | understand that well.

Then | would like for sonme of you who were present at the
ACMUI neeting where ACMJ devel oped these three statenents
to explain to ne how 2 and 3 are not sonmewhat nutually
excl usive, where all of that application of radiation to
the patient is all in the nedical judgnent area. It |ooks
like 2 could just be deleted if you accept 1 and 2 as is.

M5. HANEY: There were considerable
di scussi ons about that when the working group went through
and devel oped pros and cons for this particul ar option.
The working group did feel that 2 and 3 were in conflict.

W visited that at the |ast ACMJ neeti ng.

The ACMUI did not believe that they were nutually
excl usi ve.

FACI LI TATOR CAMERON: Think they said that 2
could be | ooked at as a finer point for exanples of what 3
nmeans.

M5. HANEY: Yes. And | believe that was
really their justification for changing the order so that
you focused in on the larger one first.

FACI LI TATOR CAMERON: Ckay. Ken?

MR. WANGLER: Ken Wangl er from North Dakot a.

| don't think that they are nutually
exclusive. | think that we traditionally have not gotten

i nvol ved when the dose to the patient was prescribed by
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t he physician and adm ni stered properly. | think our
regulation in the past has dealt with things |ike
admnistration to the wong patient, a m sadm ni stered
dose, the dose was not in line with what the physician had
ordered. W have | ooked at enbryo fetus.

So | don't think that they are nutually
exclusive at all. | think that when we get into the
practice of medicine and we allow the physician to
determ ne the dose to the patient, we have kept our hands
off. Qur hands have been involved in areas where the
adm nistration did not go to the patient as the physician
had i nt ended.

FACI LI TATOR CAMERON: Ckay. Let's go to
Stuart and then TomH |l and then to Dr. Carretta.

MR, LEVIN. | just want to share with you an
i nci dent that happened ten years ago at a | arge nedi cal
center in Pennsylvania. Apparently the patient got a
wrong dose of nedicine, and the patient got very ill or
di ed or whatever. So the newspaper reported it in a
series of articles on this and discovered that there were
no wat chdog agency or regul ati ons concerni ng
m sadm ni strati on of nonradi oactive drugs.

And while | was reading the series, | was
thinking to nyself: Well, if this had been a radioactive

drug, the reporter woul d have di scovered that both
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Pennsyl vania that |licenses the normin a manner assuned
were the watchdog agency to help protect patients from
this type of a problem That kind of |eads ne to what |
kind of like in Item2 on Option 4.

The last half that says, at the very least, we
can nmake sure that the patient gets what's prescribed for
themfromthe doctor without getting into the nedica
aspects and what the prescriptions should have been in or
not shoul d have been.

But generically that last thing regarding the

-- it's the last sentence in Nunber 2, "The physician's

prescription is accurately delivered to the" -- | can't
read the rest of it -- "to the correct patient.” at the
very least, | think we should keep that. And it doesn't

get us into the practice of nedicine.

FACI LI TATOR CAMERON: So you think that that
really helps to explicitly identify the role that the
regul ator shoul d pl ay.

MR. LEVIN. In ny opinion, yes.

FACI LI TATOR CAMERON: Ckay. Well, thank you,

Tonf?

MR HLL: TomHll from Ceorgia.
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"Il go back and basically agree with Steve's
earlier coment about the Options 1 and 3. | guess | like
3, reversing 3. And that's fine with ne.

FACI LI TATOR CAMERON: Let nme just ask a
clarification. Steve threw out sone nunbers, and | wasn't
really sure whether he was tal king about nunbers of
options or Statenents 1, 2, and 3 within options. So what
did you say?

MR, HILL: | understood Steve to say he liked
Option 1 or Option 3.

FACI LI TATOR CAMERON: Is that right? You like
1 or 32 W're going to get into the nunbers. [|I'mfairly
confused now.

MR LEVIN. Wth Itens 2 and 3 being reversed,
as recommended by ACMUJ ?

FACI LI TATOR CAMERON: That was what's in
Option 2.

MR. LEVIN. That was in Option 2 --

M5. HANEY: Yes.

MR. LEVIN. -- where they recommended it, but
Steve applied it to 1 and 3, | thought.

FACI LI TATOR CAMERON: Soon we'll be regul ating

MR. COLLINS: | was tal king about Option 2 and

Itenms Nunmber 1, 2, and 3 within Option 2.
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FACI LI TATOR CAMERON: \What ever you neant, Tom
agrees with you.

MR HLL: Okay. Then, | liked Option 3. And
as far as taking the itemin Option 3 to --

FACI LI TATOR CAMERON: Wbul d you read Option 3,
Cathy, for everybody's benefit? This is the option that
Tomis tal ki ng about.

MR H LL: And as far as ACMJ wanted to
reverse what was in their recommended Option 2 as 2 and 3.

FACI LI TATOR CAMERON: Fine with rne.

MR. HILL: Reverse Itens 2 and 3 in Option 3.
Vell, maybe that's not the right --

M5. HANEY: Tom you're |ooking at the ACMUJ
recommendation. That's your preferred one; right?

MR HLL: No. | was talking of Option 3.

FACI LI TATOR CAMERON: Option 3.

M5. HANEY: Option 3.

MR HLL: W can just go to Option 3 and
forget all the rest of it, period.

M5. HANEY: Ckay.

FACI LI TATOR CAMERON:  Ckay.

MR. HLL: Now, then, that's ny
recommendation. That would be m ne.

Now, then, | want to stop and back up and

address a conment Aubrey nade. | want a clarification
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fromhim COkay? That's on Option Nunber 2. [Is that
correct, Aubrey? You nmay want to go to Option Nunber 27?

Aubrey, you were tal king about the conparable
risk. Wen you were tal king about different nuclear
medi ci ne therapy-type practices, were you talking about
t he conparabl e risks between different types of nedica
practice, whether it's nuclear nedicine or surgery or
anest hesi a or what?

MR GODWN:. | was tal king about and | believe
the ACMJl was al so tal ki ng about conparing the risks
bet ween procedures in nucl ear medicine with procedures,
say, in surgery, procedures in other nedical practices.

And, as you |l ook at that, the acceptable risk
is a floating thing dependi ng on the seriousness of the
patient and the projected outcones and various things.
think that's a legitinmate thing.

Now, how you apply that in reversing this is
recommended. You find out what you're really talking
about is nostly in the areas of dose calibrators and
per haps thinki ng about they have to adopt good QC/ QM
systens to assure that the physician's prescriptionis
bei ng delivered. That's what really we're |ooking at.

But what all you include to assure that is to
be judged through this kind of concept the way I

understood it.
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FACI LI TATOR CAMERON: Ckay. W're going to go
to Dr. Carretta. Just before we do that to review the
bi ddi ng, for what it's worth, | have Illinois, California,
and Arizona supporting basically Option 2. W have
Pennsyl vania with OQption 4 and Georgia with Option 3, as |
said, for what that's worth. But at |east we kept track
of it.

Dr. Carretta | would note is the
Presi dent-El ect of the Society of Nuclear Medicine.

DR. CARRETTA: One year renoved. Vice
President of the Society this year. 1'I|l be president in
two nore years.

FACI LI TATOR CAMERON: Ckay.

DR. CARRETTA: Although I am Vice President of
the Society and | am past President of the Anmerican
Col | ege of Nucl ear Physicians, |1'd like to speak to this
group today only as nmy primary clinical purpose, which is
a full-time nuclear medicine practitioner in a conmunity
hospital in a suburb of Sacranento.

And | amvery concerned as we | ook at the
reworking Part 35 that what we do in this neeting and
ot her public neetings will set the franework for a final
rule, which is in a very fast track node.

And |'m concerned that there may not be

adequate tinme to do sonme of the issues that were brought
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up earlier in the discussion; i.e., risk assessnent on a
systematic, well-thought-out basis, and al so | ooki ng at
all of the stakeholders and their concerns with the
rewite of Part 35.

Wth the nedical policy statenent, | would

agree whol eheartedly with Option Nunber 3, which is that

the NRC wll not intrude into the practice of nedicine.
think there are nechanisns in place -- I'"'msorry. It was
the Option 2, Statenent 3. | know that Don wanted to
change that, but we'll keep this up here.

What |1'd like to suggest to you is that there
are mechanisns in place in the nmedical community and in
the legal community to handl e i ssues of nedical practice.

There are practice guidelines and standards
t hat have been promul gated by specialty societies, such as
the Society of Nuclear Medicine or the Arerican Col |l ege of
Radi ol ogy. There are procedure-specific guidelines that
have been wel | -thought-out and well-revi ewed by
specialists in the field of nuclear nedicine. And there
is the State Board of Medicine that | ooks at issues
relating to the conpetence or mal practice. And there's
al so the legal systemthat's available to patients should
t here be an untoward event.

So there are issues of patient concerns that

are addressed by other groups, either at a state |evel or
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at a national level. And | don't think that the NRC
shoul d be involved in this type of practice.

| would al so say that when you | ook at
Par agraph Nunber 2 on Option Nunmber 2, | am not aware of
any occasi on where there were problens with voluntary
standards fromthe professions, either the profession of
nucl ear nedi ci ne or radi opharnacy.

There are practice certification prograns.
There are practice accreditation prograns. There are
opportunities for continuing nmedical education. |1'ma
menber of the American Board of Nuclear Medicine. And we
wite the specialty certification exam for physicians who
want to be certified in nuclear nmedicine. 1It's a rigorous
exam nation period requiring a mninmmof three years of
training after nedical school and internship. So I think
there are voluntary groups and voluntary conpliances
already in place that serve the specialty quite well.

And then the other issue that 1'd like to
finish up with is that 1'd like to speak only for nuclear
nmedicine in ternms of the Part 35 revision. | don't want
us to be | ooked at in the sanme |ight as radiation oncol ogy
or X-ray or other areas of nedicine that use radi oactive
materials, particularly because with diagnostic nucl ear

medi ci ne, which is probably 95 percent of the nucl ear
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medi ci ne procedures performed throughout the U S., there
is essentially no risk fromdiagnostic nucl ear nedicine.

And then to carry risk one step further, | fly
bet ween 250 and 300 thousand mles a year. | probably
have nore risk for flying that level at that tinme than any
of the patients we will ever see for diagnostic nuclear
medi ci ne.

Thank you.

FACI LI TATOR CAMERON: Thank you, Dr. Carretta.

Terry?

MR. FRAZEE: Terry Frazee, WAshi ngton.

We have a very specific state | aw that
prohibits us fromnaking a regulation inposing limts on
the ability of physicians to adm nister radiation to their
patients. So in that context, | would say we woul d have
to support Item 3 under Item 2, where NRC or in this
state, the State of Washington will not intrude; in fact,
cannot intrude into the practice of nedicine.

FACI LI TATOR CAMERON: Thank you. Thank you,
Terry.

And this is Dr. Price, | believe. Is that
right?

DR PRICE: David Price fromCalifornia.

| wanted to consider this scenario. A

60-year-old man cones into the enmergency roomwth chest
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pai n and undergoes acute tests. He then has perhaps a
nucl ear nedicine valium study. He gets a coronary
angiogram They identify a vessel that's narrow and
dilate it with angioplasty. And he goes hone feeling
fine.

Nobody here woul d question any of that
process. Yet, that patient just got probably 70-rad
exposure. Wy did nobody question the process? Seventy
rads is a lot of radiation. Because there's a very
obvi ous nedi cal benefit. And the nedical benefit far
out wei ghs the risk of 70 rads or whatever, 50, 60, 70, 80.

So what are we tal king about here? Wat we're
tal ki ng about here are situations not where the risk is
great and the benefit is mnimal, but we're tal king about
situations where the NRCis trying to nake a decision as
to whether the risk or the injury, quote, "was greater
t han any potential benefit."

Any situation in which that is the structure
that's being inposed is requiring the NRC to nmake a
medi cal judgnment. That should not be put into place.

The NRC cannot set up the nechanisns to
eval uate nedical risks and benefits. And even if we're
tal king about very small nedical risks and benefits, it's
still putting upon the NRC the requirenent to nmake that

decision. They don't have that expertise, and there are
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many ot her mechanisnms in place for quality control
qual ity assurance of nedical practice.

The issue of the wong patient being injected,
for exanple, in our hospital, that's an adverse event. It
gets reported to our hospital system as an adverse event.
It gets assessed locally. It gets reported to all the
various regul atory agencies involved in that type of an
adverse event.

The NRC should not be required to have a
structure that makes sone sort of a nedical judgment or
nmedi cal benefit. The only way to put that in place is to
conpl etely take regul ati ons out of anything related to
nmedi cal practice. | think that's what should be done,

t hat medi cal practice should not be regul ated by NRC
regul ati ons.

FACI LI TATOR CAMERON: Dr. Price, while you're
up there, | know that you, |ike everybody else, is
suffering fromthe di sadvantage on this particul ar one of
not having all of this in front of you, but is there one
of these options that you saw that would bring that point
home very clearly in the nedical policy statenent?

DR. PRICE: You know, in what |'ve seen,
everywhere | see bits and pieces of it. Al | can say is
that there should not be any regulations that are

duplication of regulations intruding into the nedical
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practice area. In other words, there are already
mechani snms in place to quality control nedical practice,
including training regulations and quality assurance
regul ati ons.

So | really don't think the NRC involves in an
oversi ght of the nedical practice.

FACI LI TATOR CAMERON: Ckay. | think that that
can be sorted out, but | think you also raised an
i nportant underlying issue. Say that we have this handy,
dandy medical policy statenment that we choose.

How do we ensure that the regul ations and the
i npl enentation or enforcenent of the regulations are
consi stent with whatever policy statenment we have?
t hi nk that's another issue.

We're noving towards break time, but let's go
to -- is it Roland? Roland, you have your card up.
Rol and and then Aubrey and Don Flater and try to cl ose
t hi ngs out on the break here. Roland?

MR. FLETCHER: Rol and Fl etcher, Maryl and.

| find nyself not being totally sure of what
answers we're really developing to the question that was
originally asked about risk. Frommy perspective, |I'm not
interested in intruding in nedical judgnments. |[|'m not
interested in interfering with the doctor-patient

rel ati onshi p.
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What | aminterested in is ensuring that the
procedures for radiation safety are being followed by al
medi cal personnel. That includes the physician. And when
they're not, then | need to nmake sure that by ny follow ng
t he procedures, soneone isn't exposed nore than they
shoul d have been.

| don't feel that that is intruding into the
practice of medicine. | feel that that is ny job as a
regul ator to protect. And | believe and |I've had
situations where there have been repeated i nstances where
sinple radiation safety practices were not followed and
t here was no physician oversi ght, even though the
procedure requi red physician presence. That's what |'m
interested in.

FACI LI TATOR CAMERON: Let ne ask you one
guestion on that that will focus things a little bit for
me. Do you think that the existing Part 35 goes beyond
your concern?

MR FLETCHER Well, | nust admt that | find
existing Part 35 to be very prescriptive. And |I've worked
on the workshop adequacy and conpatibility. And we nade
sonme recomendati ons on how that can be changed from a

conpatibility perspective.
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|"'mnot sure. And | need tine to study the
various options to see which one that | would really
sel ect.

FACI LI TATOR CAMERON: Ckay. | guess the point
is that you m ght nmake a statenent. Everybody m ght agree
with the statenent |ike Roland's. But in terns of what
the reqgul ati ons should be to inplenent that, | guess
that's where we get into the debate.

At any rate, Aubrey, Don Flater, and Ruth.
Then we're going to take a break. Aubrey? ©h, and Davi d.
I|"msorry. You had your card up for a while.

MR GODWN:. It seens to ne that one of the
t hings and probably the only thing that we've really
tal ked about as far as the regulatory agency is that we're
to assure that the prescription is delivered as descri bed
by the physicians, whether it's an X-ray, whether it's in
particle accelerators, or whether it is in nuclear
medi ci ne.

In X-ray, we certainly check the equipnent to
make sure that it's operating within certain paraneters,
that it doesn't deliver doses all over the wall, for
exanpl e, when they nmake a chest X-ray. Particularly in
mamogr aphy, we | ook at the quality control of the dark

room
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We | ook at a whole slew of things. But
they're all geared toward maki ng sure that what the
physi ci an wanted, he gets and gets a quality product. W
try to set up a mnimzed scatter so that the X-ray film
conmes in wwth a mnimumof volume so he can read it or she
can read it better.

Particle accelerators, again, we try to make
sure that they don't create an adverse probl em outside the
facility but also that they do, in fact, have it
calibrated and things so that they can deliver that
therapy dose. | think that's what we're |l ooking at with
radi oactive material.

But there is alittle caveat 1'd throw in.
One of the issues that really hasn't been addressed
anywhere so far is: How do we view the role of a nuclear
nmedi ci ne physician? | think your perception of what role
they're going to play in the process colors how you
interpret what we need to do as regul ators.

If you viewthemas | traditionally viewthe
t herapi st type, a very key part very carefully of working
through the patients' files and determ ning what
procedures shoul d be foll owed, determ ning what dose
shoul d be delivered, and becom ng, if you woul d,
essentially a prinme physician care-giver. Then that's a

very inportant role. |If you do that carrying over into
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the diagnostic area, then you get a very different answer
for what they should be doing.

Then you look at it as perhaps what | call the
pat hol ogi st's view, where you go in and give sone bl ood
and you never see a physician, you don't know whether a
physi ci an's ever read anyt hing.

| think that we really need to hear fromthe
nucl ear nedi ci ne comunity on how they view thensel ves and
how i nportant it is in dealing in these things. | would
like to see sone m ni mum physician invol venent, even the
di agnostic test, because let's face it. They're the only
ones who have had the training to know how to select the
patient, prescribe the dose, and interpret the results.

Now, granted, the doses are low. And you may
be well to let essentially a physician who is licensed to
practice nedicine order up a test. | don't have a whole
| ot of problemw th that, on whether there's a real |ow
dose i nvol ved.

But somewhere in there, there should be sone
conpet ent assessnent of persons that we know are qualified
who have really been trained to | ook at these things to
determne that this is appropriate interpretation, at
| east, of that test.

That's where | see the diagnostic nucl ear

medi ci ne position being evol ved and who shoul d be the
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aut hori zed user and who should be the one reading the
test. Ohers can read themif they want to, but | just
really think we need to assess what is the role of the
nucl ear nedi ci ne physician both in the diagnostic arena
and the therapeutic arena.

Thank you.

FACI LI TATOR CAMERON: Ckay. Thanks, Aubrey.
W may put a finer point on that |ater.

Davi d?

MR SNELLINGS: Yes. Just in the interest of
time, Aubrey said basically what | was thinking here. The
physi cian is responsi bl e for what happens and what fails
t o happen.

And where | see a breakdown, certainly we
shoul d not practice medicine. W should not get into the
nmedi cal judgnments and such. But under Option 4, it talks
about to make sure that it is delivered properly.

| think here is a real concern that we have
seen in our state recently that the prescription was not
accurately delivered to the correct patient. You know, to
me that's a breakdown in the process that the physician is
certainly responsible for. Hence, is that an indicator of
that involvenent? | think these physicians should

definitely be involved in this process.
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FACI LI TATOR CAMERON: Ckay. This may be a

great option. But then the question is: How do you act
on that?

MR, SNELLINGS: Yes. | like Option Nunber 2,
but I also |like that specific nention of the physician's
role in making sure that it is accurately delivered.

FACI LI TATOR CAMERON: Ckay. Thank you.

Don?

MR. FLATER | appreciated Dr. Carretta's
comments, but | also have a great deal of problemwth it
because he didn't take it the one step further. And that
is getting the nmedical boards, dental boards, whonever to
actually open up and take sonme action agai nst somne
physi ci ans.

It may not be the experience here in
California, but at |east the experience in the State of
lowa is they are good old boys' and girls' groups. And
they don't necessarily want to go after one of their own
ki nd.

So we have a great deal of trouble if we have
sonebody doi ng sonething inproper. | have no problemwth
t hose people taking care of them but they won't do it.
And so we have a real problemfromthere.

The other issue relative to qualifications, |

woul d dearly love to be able to put in that they have to

NEAL R GROSS
COURT REPORTERS AND TRANSCRI BERS
1323 RHODE | SLAND AVE., N W
(202) 234-4433 WASHI NGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

657

be a Board-certified whatever to practice, but when your
attorney general turns to you and says you can't do that
because that is pronoting a private organization to do it,
we sort of get our hands tied.

And that's where | think it's so inportant for
us to sit down and establish a training standard that
everybody has to neet for the area that they're going to
specialize in. And we have to keep that.

But using the Board of Medical Exam ners, |
woul d submit, at least in the State of lowa, is a very
shaky thing to try to do because everybody on the board is
an MD. and he doesn't want to have anything to do with
going after one of his owmn kind. |It's a good old boys'
group, good old girls' group.

FACI LI TATOR CAMERON: Thank you, Don. That's
an i nportant point.

We're going to have to break right after Ruth
because the coffee lady is going to disappear. And if |
can't keep us on tine, at least the coffee lady wll.

Rut h?

M5. McBURNEY: | agree that we shoul d not get
into the areas including nedical judgnment. However, if we
are doing a paradigmshift away fromany type of patient

risk to the patient and nore in the occupational and
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public radiation safety area and that is the basis, this
policy forns the basis for the rul emaki ng.

Where that really cones into play is on the
training and experience -- we've been through a | ot of
this in our state in looking at this -- and di agnostic
nucl ear nmedicine is truly |l owrisk.

Then putting nore prescriptive requirenents,
such as Board certifications and so forth, on there wll
not fit in with the changes in the nedical policy because
the focus is now on radiation safety. And so there would
be radi ation safety training requirenents and sonme m ni na
training in admnistration of radi opharnmaceuticals to
humans.

| " m speaking mainly in the diagnostic areas.
But just keep that in mnd, and there will be nore of that
when you get to training.

FACI LI TATOR CAMERON: Thank you. Thank you,
Rut h.

Steve and Aaron, | would just ask you to see
if you can work your comrents in in another discussion
that we're going to have. | think that we really took
sonme time here because we're dealing with basic underlying
concepts. Let's be back at 20 to 11:00. And we're going

to go right into the radiation safety commttee area.
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(Wher eupon, the foregoing matter went off the

record briefly.)

FACI LI TATOR CAMERON: Before we get to the
cross-cutting issues, there was a proposal that sone of
the states had in regard to the policy statenent.
Unfortunately, here we're not going to have tinme to get
into the discussion of it, but it captures a lot of the
previ ous di scussi on.

When we get to the workshops in Chicago and
Phi | adel phia, we'll be able to be a |ot nore systematic
and spend nore tinme here. But I'mgoing to ask Steve to
read us a proposal on the policy statenent that Steve and
| think Aaron Padgett, Aubrey, a nunber of states who have
seen it seem supportive.

What can we put up for you, Steve, that would
be useful for people in terns of explaining this?

MR. COLLINS: Option 2.

FACI LI TATOR CAMERON: Option 2? Geat. Wll,
this is not going to work.

(Laughter.)

M5. HANEY: | have it that way. Do you want
it that way?

FACI LI TATOR CAMERON:  No. I'Il put the
General Counsel on the sane side as the technical

conmuni ty.
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MR, COLLINS: What we think captures the

essence of all of the comments that the states at | east
wer e maki ng and sone of those fromthe nedical community
woul d be to take Option 2 and renove the | ast sentence of
Item2 and replace it with the |last sentence of Item2 in
Option 4, --

M5. HANEY: The one that states in --

MR, COLLINS: -- "Make sure the physician's
prescription is accurately delivered to the correct
patient." Put that sentence the |ast sentence in Item 2.
Repl ace the |ast sentence of Item2 in Qption 2 with that
sentence. Go back to Option 2 now. That sentence is a
reference to conparable risk and other nodes and types of
nmedi cal practi ce.

FACI LI TATOR CAMERON: | wanted to get that

onto the transcript. And possibly sonmetine this

afternoon, | don't know if we can have a typed version of
that for people who want to look at it, but we'll at |east
try.

Cat hy, do you want to take us into the, what,
radi ati on safety commttee?

M5. HANEY: Yes.

FACI LI TATOR CAMERON:  Ckay.

M5. HANEY: All right. This particular slide

you do have copies of. Now we'll kick into what was
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handed out this norning. These are the options that the
wor ki ng group devel oped as far as the radiation safety
conmm ttee goes.

Item Nunber 1 is "Status quo." Under the
status quo, just to pick up a couple of things out of the
rule, a radiation safety commttee is required for al
uses of radioactive material in the nedical setting.

The commttee is used to reviews a | ot of
programs, to do annual reviews of the radiation safety
program |It's used as a nechani sm for approving
aut hori zed users, authorized nucl ear pharmaci sts,
radi ati on safety officers. |It's also used to review
dosimetry reports and to review incidents.

The worki ng group was | ooking at pros and cons
of keeping status quo. And one of the strengths that cane
out of that is that the cormmttee by having the
requirenent, it really forces or if you want to use the
word "force,” but it requires comunication between the
disciplines within the facility.

Now, we recognize that the current rule is
rather prescriptive. It tells you who has to be on the
commttee, how many times you have to neet, how often you
have to get the m nutes out.

If we stay with the status quo, it doesn't

mean we woul d have to keep the rule |language as it is
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right now but just the concept that a conmttee woul d be
required for all uses.

We al so recognize that this really is not a
ri sk-based requirenent in that there are sone facilities
where they're only practicing diagnostic nucl ear nedicine.
There's only one physician. And is it really required
that there be a commttee at this type of level?

Qut of Option 2 or Alternative 2 up there is
that a radiation safety conmttee is required for nedica
institutions and only for those where what we're saying
very |l oosely right now the higher-risk nodalities. 1In
ot her words, if you only had diagnostic nucl ear medici ne
at a facility, a radiation safety conmttee would not be
required. It's neant to address those with the higher
risks.

Now, one thing that cane out at the ACMJ when
we discussed this -- and | want to nmake this clarification
here also -- is that this doesn't nmean that if you have a
facility that has all six nodalities that your radiation
safety commttee would only cover for high-risk. The
intent would be that you would al so di scuss the uses at
the |l ower-risk procedures.

Option 3 is that radiation safety conmttees
won't be required for anyone. It would cone conpletely

out of the regul ations.
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And the last one up there is that the
radi ati on safety commttee as such woul d not be required.
However, we woul d ask that nedical |icensees establish and
i npl ement a program for adm nistrative and techni cal
oversight of the radiation safety commttee.

This would give the |icensee sone |atitude and
authority in how they want to nmanage their program
t hi nki ng about if we chose this way, how would the rule
| anguage go. \What sort of things would we say in there
that fall under oversight of the radiation safety?

Thi s program woul d have to address things |ike
approving the authorized user, review ng incidents,
reviewi ng radiation safety procedures, and putting in sone
type of nechanismfor the interdepartnental,

i nterdisciplinary conmuni cati on between the different
types of nodalities.

So | think that's all I'"'mgoing to say as far
as an introduction. | think we've king got a wi de area
here fromno radi ation safety conmittee to status quo,
where everyone needs it. And I'Il just turn it back to
Chip at this point.

FACI LI TATOR CAMERON: Ckay. Thanks, Cat hy.

| guess | would ask. As Cathy nentioned,
there is a wide range of options here. | would ask you,

in addition to | ooking at these specific options, are
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there any options that were m ssed here, anything that
could profitably be put up there? 1'mgoing to go to Ed
Bail ey first.

MR. BAILEY: |'ve probably got sone ranbling
t houghts, but | can renenber back to the days when in the
agreenent state | worked in, we did not require commttees
except at broad license facilities. And we tried, then,
|ater on to, particularly anong those broad |icense
facilities, make sure that this radiation safety commttee
i ncl uded radi ol ogy.

| know NRC woul d have sone difficulties with
maybe requiring that there be a radiol ogist on this
commttee, but when we |ook at facilities, major hospitals
and so forth, or even the snmall community hospitals,
there's usually sonmebody who can spell radiation over in
radiology. W don't do it in California, but I wsh we
did, that we required the radiation safety comrittee to
i ncl ude X-ray.

So | guess |I'd have sonme difficulty with
having the commttee. | see the benefits of the conmttee
in that you essentially don't have a one person running
the programand if that one person happens to be not
sterling, that there's no review of that program or what

t hey' re doi ng.
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| guess | have to | ook at Nunber 2 as being a
preferred option, but | think certainly as we as agreenent
states begin to | ook at how we would | ook at a radiation
safety commttee, | think it's sort of ludicrous that we
don't as an agreenent state regulating both X-ray and
what ever else we're tal king about, nuclear nedicine, that
we don't require that they be as involved in the radiation
safety efforts of the hospital as we require the nucl ear
medi ci ne people to be involved.

| would guess -- and | don't know -- that far
nore often X-ray studies are repeated, as opposed to
nucl ear mnedi ci ne procedures. And the di sadvant age, of
course, there is patently obvious that in order to redo an
X-ray procedure, you've got to give them another dose of
radi ati on; whereas, in nuclear nedicine, that may not
necessarily be true. You may be able sinply to recount
t hem or sonet hi ng.

FACI LI TATOR CAMERON: Ckay. Thanks, Ed. That
was support for Option 2, but perhaps a nore inportant
point is an adnonition to agreenent states to add a
requirenent that if there is a radiation safety commttee
for purposes of AEA materials, that it also include
non- AEA material coverage, which would seemto make sense.

Bob?
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MR. QU LLEN. My thoughts were very simlar to
Ed's, and | just wanted to enphasi ze the issue of the
broad-scope license facility, where | think a radiation
safety commttee is absolutely necessary. And that's not
reflected up here in the various options where facility is
a broad-scope |icensee.

FACI LI TATOR CAMERON: Ckay. Is it Ruth or
John that has their --

M5. McBURNEY:  Rut h.

FACI LI TATOR CAMERON: It's Ruth. Okay.

M5. McBURNEY: | woul d support the Option 2.
| think that we have a lot of small facilities that only
have one physician and he's nore on a route around
several. And to have to have a radiation safety conmttee
for diagnostic only probably doesn't serve nuch of a
pur pose, especially if the nore prescriptive rules stayed
in there on how often they had to neet and who had to be
on it.

So | would support the Option 2 and al so take
a look at the requirenents thenselves on sort of backing
of f fromprescribing the nunber of tinmes they have to neet
in taking the mnutes or all the things that are covered
in the current rule.

FACI LI TATOR CAMERON: Ckay. Thanks, Ruth.

How about you, Aaron?
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MR. PADGETT: | think Option 2 cones closer to
what ny experience says is needed than any ot her.

However, | would take out the exception because, even with
the diagnostic, our experience is that the prograns get
screwed up and they end up giving the dose to the wong
patient and things end up in places that they shouldn't.
The radi ation safety conmttee is not functioning very
well. So | would not put an exception in there for the

di agnosti c.

| do agree with the comrents made earlier
about the individual physician office.

FACI LI TATOR CAMERON: \What are the concerns
t hat people m ght have with Alternative 4? Ruth?

M5. McBURNEY: | think Alternative 4 would
require that licensing staff nake a judgnent call on: |Is
this acceptable? 1Is this not acceptable? 1t would
probably be nore tinme-intensive unless you did set up the
criteria.

If you did set up the criteria, that would
need to be in the rule. So you would probably wi nd up
wi th sonmething that would | ook |ike sonme sort of
requirenent like in Option 2.

FACI LI TATOR CAMERON: It may sound |ike a good

idea, but, in actuality, it may be sinpler and as
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effective to just have a radiation safety commttee in
Opti on Nunber 2.

Ed Bail ey?

MR. BAILEY: |1'mgoing to be a good regul ator
in the sense of good regul at or being a good bureaucrat,
sort of an oxynoron.

| see Nunber 4 as having sone problens, nuch
as Ruth nentioned. | would rather see that the Commttee
be required with then the suggestion in the regul ations
that, hey, it may not be necessary if you can denonstrate
you don't need one, as opposed to the other way around,
where the regul atory agency has to justify why you need
one. Now, the regulated conmunity won't |ike that
approach as nuch as the other way because it's not as
cl ear-cut on our side.

| didn't really understand Nunber 4 there when
we were first reading it. | guess, even after discussing
it, though, | still think that Nunmber 2 is a better way to
go. And | guess | would expand the exception to include
possibilities for other things, other than that, such as a
single user hospital or the circuit rider or whatever.

Sonebody made a conment, though, -- and this
is a different subject -- about there was a conmttee
needed when physicians were allowed to be trained in a

hospital. | hope that we are far enough along that we are
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not still allow ng a physician to hire sonebody and bring
themin and preceptor them when they haven't had the

di dactic and academ c and clinical training in a fornal
program

| think Texas has addressed this sonmewhat in
requiring that that big string of initials be approved in
the nmedical training. | think we have had nore problens
where we have allowed an individual physician to bring in
a partner or an associate and then provide the training
for that individual than we have where peopl e have gone
t hrough an approved program

FACI LI TATOR CAMERON: Ckay. Your idea of the
regul ator bearing the burden if one should be required
woul d at least require the regulator to state: \Wat are
t he objectives? Wat problens are you trying to address
through the formation of a commttee? And | think that's
al ways a good idea to try to lay those out in terns of a
reality check

Don?

DR COOL: Aclarification and then a question
for everyone. | think when the option was put together
and any tine you try to wite it in a sort of shorthand
form you |ose a |ot of what goes into hours of discussion
at several different |levels. Was the thought that, in

fact, the rule here would, as Chip just laid out, |lay out
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t he key objectives that would have to be achi eved by
what ever oversi ght nmechani sn?

And we're all used to saying this is a
commttee. And naybe the commttee is the right kind of
approach, just to help peopl e understand what | think was
underlying sone of that issue.

Now, the question that | have is one of the
age-old regul atory questions as to what extent you just go
ahead and say it in the rule and be done with it. Around

t he Conmmi ssion, the word "exenption,"” which was sort of
where you would end up for alternatives, is a very bad
word of late, trying not to do things by exenption too
of t en.

So the question | would ask is: |If the group
believes that it's better to put the requirenments into the
rule, how many times do you think -- and this is one which
t he nedi cal community mght also be able to give us
f eedback on -- how many tinmes would there be a need for an
exenption to sonme different kind of approach or does this
all end up being sinpler for everyone?

If we're tal king | ow nunbers, ones, twos,
threes, then | would certainly agree with you. If we're

tal king 20s, 30s, 50s, then we m ght be shooting ourselves

in order to have hold of the gun or sonething like that.
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So that's the question as to how many tinmes an alternative
strategy m ght be useful or m ght be needed.

FACI LI TATOR CAMERON: Ckay. Thanks, Don.

Wth Don's question in mnd, let's go to Cathy
Allen fromlllinois and then go and ask sone advice from
the nmedical community on this issue.

MS. ALLEN. Don, I'mglad that you clarified
that. | think that if you want to approach sonething |like
an Option 4, that you have to be very clear in the rules
about what kind of perfornmance standards you want to hold
your life and seas to.

But |I'malso concerned that there's a feeling
anong the regul atory agencies that we woul d then be
conpelled to wite a gui dance docunent that would tel
licensees exactly howto inplenment this. And that's
exactly what everybody doesn't want to do, regul ate by
gui dance.

So | appreciate the effort, but | just want to
relay that bit of warning.

FACI LI TATOR CAMERON: Good. | guess we're
getting sone of the di sadvantages out on the table for
Option 4.

Terry?

MR. FRAZEE: Terry Frazee from Washi ngton.
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| guess I'll speak in favor of having
gui dance. I n many respects, it's a lot easier for the
licensee or the |icense applicant to have sonething that
they can just take and inplenent, whether it's a rule or
whet her it's guidance or in our state, it's the |icense
application. W have a license application. |If you like
it, signit. You re done. You ve got the license in your
hand. And it's a very quick process.

It used to be that we had NRC rules that were
nore general and there was the reg guide. And it was very
prescriptive. There was only one way to do it, but at
| east it was there.

It is unfortunate that it becane sorted into
the regulations. And that's been part of our problemfor
the past few years, is that prescriptive elenment getting
inthere. |It's been useful for sone |icensees, and it's
been | ess than useful for others.

| f we could get back to the Nunber 4
situation, where you have a perfornmance-based rule, and
leave it up to the state or the NRC to come up with an
acceptabl e alternative, such as in guidance or standard
application formor whatever, that would sort of get us
down the road that it would be very easy for the mgjority
of applicants to say, "Hey, great. The standard

application form the reg guide, so to speak, | can live
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with that. Gve ne the license. Hold nme to that. It's
fine."

For ot her physicians who want to create
sonething different, okay. |It's going to take a little
bit longer for us to go through the review process, but
that's their choice. And it can be done. It can be
wor ked out that way. W do that infrequently in the State
of Washi ngt on because nost of themreally appreciate
havi ng the standard application to be the reg guide.

So fromthat standpoint, putting together
everything that has been said, yes, it's problenatical for
us to have to go back and | ook at those alternative
approaches, but that's a |ot easier than the constant
hassl e that we would have if there weren't sonme sort of
gui dance to conpare it to.

FACI LI TATOR CAMERON. Ckay. Thanks, Terry.
This is point/counterpoint.

| see it's Dr. Price; right? Ckay.

DR PRICE: It's David Price, San Francisco.
"' ma nenber of our RSC and a fornmer chairman. M view of
the purpose of the RSCis it allows the local institution
to practice nuclear nedicine, to carry on research, and so
on, with a mninmumrequirenent for the state agency or the
NRC to be involved with the small details. They sinply

have broad oversi ght.
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So, really, the role of the RSC is determ ned
by what the federal regulations are. And | would think
the solution is between Nunber 1 and Nunber 2 dependi ng
upon where we end up the overall changes in Part 35.

But what you want is to have sufficient
autonony within the radiation safety commttee that the
institution can run well, whether it's research or
clinical, and that there's a mninmum of requirenent to go
to the state agency or the NRC on anything other than a
very broad oversight basis.

That al so neans that you don't need a | ot of
detail and gui dance. Wat you have is the regul ations.

FACI LI TATOR CAMERON: So you're suggesting
that the intent of a performance-based regul ati on nay be
met by sinply requiring a radiation safety conmmttee and
then letting the institution sort of use that to cut
through a ot of or avoid a |ot of bureaucratic red tape,
| guess? Is that?

DR. PRICE: Yes, |local managenent. And then
you have the oversight of the state or federal agency when
there are site visits and reviews and whatnot or if there
are problens that need to be reported back.

FACI LI TATOR CAMERON: Ckay. Thank you.

DR COCOL: If | could ask one ot her

clarification of you, Dr. Price, because | think we have
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junped issues just a nonent. | mght as well finish this
off. If I understood you correctly, one of the key
advant ages to having a conmttee would be to nmake snal

adj ust nents, changes, allowances within the program

In NRC | and, where the reactors still have
nost of the resources and otherw se, that has an acronym
i ke everything else. It goes by 50.59, which is the part
of the regulation for reactors which allows themto nake
certain changes there within the standard assessed scope
and doesn't change safety.

| s that what you're advocating as a useful
item because that presently has only very linmted, if at
all, within any of the materials areas?

DR. PRICE: Again, | have no experience with
the reactor side of it, but I think you want to naxim ze
the ability for | ocal operation and mnimze the need to
go back to state or federal agencies except where either
there are najor problens or there's a regular, as | say,
site review or oversight nechani sn?

MR. BAILEY: Can | make one thing?

FACI LI TATOR CAMERON: Do you have a short
clarification, --

MR. BAILEY: Yes.

FACI LI TATOR CAMERON: -- Ed, before we go to

Dr. Carretta?
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MR. BAILEY: Yes. Dr. Priceis at a
broad-scope facility. H's radiation safety commttee has
alittle nore power and authority, although he does have
the | argest broad-scope license in terns of conditions.

It has, what, 129 now? So | think there nmay be a slight
difference in his facility wwth an RSC and one at a | ocal
hospital. And Dr. Carretta may address that.

DR. CARRETTA: Well, | was just going to bring
that. Even though we're in an enlightened state such as
California, we still have to deal with sonme of the
regul atory issues.

One of the problems with a radiation safety
comrittee as it is under the status quo is it's very
prescriptive and tells us not only who nust be on it, how
often we should neet, when our mnutes have to be
transcri bed and avail abl e, when we have to do our ALARA
revi ew.

| nmean, there are significant onerous
regul ations for a small community hospital or a private
out patient office that handl es nuclear nedicine. So |
woul d favor sonething other than the status quo unless the
status quo was consi derably changed to a ri sk,
per f or mance- based status quo.

| think a conbination of Number 2 or Nunber 2

and Nunber 4 dependi ng upon what you call this entity
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because | don't think you need to call it a radiation
safety commttee -- you could call it whatever you want,
but the functions would be simlar to a traditional

radi ati on safety conmttee.

And | think for the small comrunity facilities
to have nore | eeway, nore individual variation in what we
do -- for exanple, you may want to put in sonething that
says the radiation safety conmttee or its designate,
what ever it becones, would neet a m ni num of every siXx
nont hs.

And then if you needed to neet nore frequently
or if there was a problemidentified, nothing would
prevent you fromneeting quarterly or nonthly or daily if
you needed to.

But to tell me that in a 150-bed hospital
that I have to neet 4 tinmes a year without giving ne any
rationale as to why | have to do that, it doesn't make a
| ot of sense.

And it's very costly to do this type of
neeting. It's tinme-intensive, it's |abor-intensive, and
it takes people away fromtheir primary health care duties
to sit in aroomto cross a line and check an itemon a
I icense application.

FACI LI TATOR CAMERON: So | guess you're going

back to what Ruth said at the beginning. You m ght have a
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very sinple requirenment that said there should be a

radi ati on safety commttee and the objectives or the
functions of that commttee should be such and such. And
then you leave it up to the institution in terns of how
they're going to inplenent that particular requirenent.

Carol, we'll go to you just right after
Aubrey. Aubrey?

MR GODWN:. | think a key point needs to be
raised at this point as: Wat is the anticipated
conpatibility level for this because the degree of
flexibility a state m ght have m ght be inportant as to
how strong we want to go on this thing?

| believe currently it's a Clevel, and that
nmeans that we can be a little nore flexible than we used
to could. | think that's just been changed.

FACI LI TATOR CAMERON: An agreenent state m ght
be for a particular option or against a particular option

dependi ng on how much flexibility they had with that

option?
MR GODWN:. That's right.
FACI LI TATOR CAMERON: Does that nake sense?
MR GODWN: Do you have a feel for that now?
DR, COOL: Well, without tieing any of the
hands down as it goes through the process, | guess | would

have hoped that this kind of thing could be C, where the
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objective of click, click, click, the three or four things
that you wanted to do, would be the way we woul d | ook at

t hat because that would be nore in keeping with where at

| east | know sonme within this debate woul d have wanted to
go in terns of being in nore performance orientation and
having the rule state the objectives to begin with. And
then stating the objectives your way, we're still | ooking
at objectives.

The cl oser we get to a nore prescriptive
approach of saying, "You nust have something which is
actually titled 'RSC,' even if you then have a | ot of
flexibility within sone of the other details,” | would
guess we'd still be probably somewhere in that range.

FACI LI TATOR CAMERON: Ckay. Let's go to Dr.
Marcus, and then let's go to a relatively noncontroversi al
issue: the quality nanagenent.

(Laughter.)

FACI LI TATOR CAMERON: Carol, would you like to
finish this up?

DR. MARCUS: | think nost people have the
right idea about | oosening up on what's actually required.
First of all, | don't think radiation safety is a
legitimate concern in any medical institution where the

physi cians are qualified to begin wth.
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We're not really tal king about radiation
safety. We're tal king about radi ati on managenent per haps.
In the broad licensed institutions in which | have worked
and in whose commttees | sit or have sat, the main thing
we do is |ook at research projects, |ook at the radiation
dose to human subjects fromresearch, the research end.

The radi ation safety officer and his staff
take care of making sure the fil mbadge readi ngs are
wthin reasonable limts. Basically they're the Part 20
conmittee, in essence. And the conmttee itself doesn't
even bother with that.

You coul d imagi ne a situation where an
institutional review board, which is required by the
Department of Health and Human Services, puts sone peopl e
on there who understand radiation so that they take care
of the research use of radiation when you're | ooking at
t he whol e picture of research projects in an institution
so that the function is there, but it nay not be in the
same conmttee that | ooks at Part 20-type itens. And
that's why | favor Nunber 4.

| think a ot of people will have a radiation
safety commttee, but right now we have a | ot of
redundancy. W have a radioactive drug research conmttee
because of the FDA regulations that is absolutely

duplicative with part of what the radiation safety
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commttee does, which isn't necessary. You have an
institutional review board, which duplicates often sone of
the work that the radiation safety peopl e do.

You waste a lot of people's tine. And if you
have sonething like 4, then an institution can deci de how
to best use people's tine and mnim ze the redundancy but
still get done what you need.

FACI LI TATOR CAMERON: Ckay. Thank you, Carol.

Cathy, would you like to put the quality
managenent options up? 1'd like to see if we could finish
this and then go to lunch. And then we'll cone back and
t ake the other itens.

M5. HANEY: Here are the options for the
gual ity managenent program | think it's inportant to
keep in mnd on this one that we have to go back to the
SRM direction that said we should look at the quality
managemnment program and we should focus in on three things,
their: <confirmng patient identity, requiring witten
prescriptions, and verifying dose. So that's really as
far as the working group goes our ground zero.

The options. Nunmber one is status quo. And
that's just a quick overview. There are five objectives.
Audits are required. You need to retain witten

directives and records of adm ni stered doses. You need to
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submt a quality managenent programto NRC, changes to the
program And you need to maintain recordabl e events.

Looki ng at our options, Nunmber 2 is to only
require a witten quality managenent program \Wat we're
| ooking at with this itemis a quality managenent program
that woul d address the three issues that the SRMsaid. In
other words, this isn't the current Afromthe current 35.

Option 3 is torequire a witten quality
managenent program again the sanme one that you're | ooking
at under 2 but to add onto it retaining the witten
directives and a record of the dosage and perform ng
audi t s.

And then the fourth one is where we have
del eted the audit function. But under this one, you're
mai ntai ning a record of recordable events. 1'd like to
mention al so here that recordable events will come up this
af ternoon when we start tal king about the thresholds for
reporting to NRC.

So there is a question about whether we woul d
even retain recordable events. And whatever we do in one
area obviously has to flow through to the other areas. So
the issue of the threshold for recordabl e and whet her we
have it or not will be revisited under another subject

that we di scuss | ater.
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That's just a quick overview, and I'll turn it
back to Chip.

FACI LI TATOR CAMERON: Ckay. Again, four
options. Do we have all of the options up there? W my
not. | think that there will be some. | think we wll
hear sonme comment on that. So, again, think about that.
Do we have all of the options identified? Wo would Iike?
Aubrey, are you going to start on this one?

MR GODWN: | would like to ask a few
clarifying questions. For exanple, under 2 and perhaps 3
and 4, are these witten quality managenent progranms to be
submitted with the application or are these sonething that
they just have and the inspectors reviewit? | would |ike
alittle clarification of that.

M5. HANEY: At this point, this is strictly a
wor ki ng group answer to that, that it would be sonething
that would stay at the hospital |evel and the inspectors
woul d | ook at it when they came out. It would not be
sonmet hing that came into NRC for review.

MR GODWN:. Well, if that's the way it's run
| would viewthat that's a trap to cite the facility
because they really don't know whether they have an
adequate programuntil the inspector gets out there and

tells themit's wong.
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| would prefer if you' re going to have a
witten quality rmanagenent program that it at |east gets
subm tted and reviewed and the agency is conmtted to at
| east the concepts that are in it so that they can't be
bl i nd-sided and inspect it and cite it.

Having said that, | would like to leave it as
liberal as we could and go with sonething |ike Nunber 2
that just calls for the objectives that they're to address
wth it, rather than it being very prescriptive. As |
recall, the current rule is fairly prescriptive about
t hi ngs.

FACI LI TATOR CAMERON: Does Nunber 2 in the
m nd of the working group do what Aubrey is suggesting --

M5. HANEY: Yes.

FACI LI TATOR CAMERON:  -- or is it a different
concept ?

M5. HANEY: No. It's the same concept. Wen
| ooki ng at how we would wite ruling, which for 2 it would
be basically just the |icensee would need to have a
witten quality managenent program and that program woul d
need to make sure that identity is confirmed, witten
prescriptions are required, and that doses are verified.
And it would be a period.

Anot her change that we thought about in this

particular area is that the criteria for a witten
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directive would al so change. And currently the
requirenent for a witten directive is very prescriptive.
It says if you're doing this type of therapy, you need to
have a witten directive. |If you're doing sonething else
-- you know, under each type of the nodality, there's a
requi renent.

The working group was | ooking at making it a
dose base. W to a certain extent pulled 50 remout and
said that if it's possible, that a witten directive woul d
be required if the dose to an organ could exceed 50 rem
whet her 50 remis the right nunber or not. W're
certainly open to it changing, but the key here is that we
were not | ooking at having a specific requirenment for
witten directive for each type of nodality it would be
taking into a dose base.

So the long answer to your question is | think
we' re where Aubrey said.

FACI LI TATOR CAMERON: Ckay. Good. And for
t hose of you who m ght be anxi ous because of the option to
elimnate the quality managenent program it isn't there.
W will be discussing that. And | think that discission
shoul d center on why that there should be no or, however
it would be phrased, why there should be no quality
managenment program why there isn't a need. And | don't

know i f anybody is going to suggest it here.
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Steve?

MR. COLLINS: Steve Collins fromlllinois.

It's nmy understanding after the discussion of
Item 2 up there that that very closely matches with the
alternative version that the SRCR working group had cone
up with for a nodel state regulation that applies to --

FACI LI TATOR CAMERON: Can you say who the --

MR. COLLINS: | would Iike to confirmw th
Bill Passetti if that is an accurate statenent.

FACI LI TATOR CAMERON: Coul d you just explain
who - -

MR. COLLINS: David Walter. [|I'msorry. David
Walter, the current chair of that group.

FACI LI TATOR CAMERON: Coul d you state what the
acronym stands for, who that is, what you're tal king about
there with that one?

MR. COLLINS: What |I'mtal king about is the
conference of programdirectors' group that's responsible
for developing for all of the states' use as they see fit
a nodel nedical radiation regulatory set of rules.

FACI LI TATOR CAMERON:  Ckay.

MR. COLLINS: And currently David Walter
think is the chair of that group. And Terry Frazee is a
past chair. So I was hoping one of them m ght be able to

tell nme if, in fact, that alternati ve version, the one
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that woul d not make states conpatible with NRC s current
rule. Does it match closely with Item 2?

FACI LI TATOR CAMERON: Davi d?

MR. WALTER: David Walter from Al abama.

To a certain extent, that's true. | think
t hough, that the current one that did not get concurrence
that nade us get w thhol ding of a concurrence fromthe NRC
actually went a little bit further than what our intent
was on this. This backs off even further from what we had
originally placed in the current suggested state
regul ations for Part G

FACI LI TATOR CAMERON:  So it's less
prescriptive when you say, "backs off further"?

MR WALTER: Yes. And it's extrenely close to
what we have right nowin Part G You'll see in the new
Part Gthat's going to be comng out in the very near
future or will be going to the executive conmittee that
what we have done is tried to nmake a docunent that can
gain concurrence and that also would allow a state to
adopt a programthat woul d be conpati bl e.

But what we did is we placed a nunber of itens
in that section in brackets and said that if you want to
be conpatible, you ve got to adopt this bracketed text.
| f you don't adopt the bracketed text, you will not be

gai ning conpatibility with the NRC as it currently stands.
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But we don't necessarily agree with it. And so because of
that, we don't say you should go that far. W don't
recommend that you go that far unless you need
conpatibility.

(Laughter.)

FACI LI TATOR CAMERON: Can we make sure that
when we get to the workshops that we have a copy of that
proposal with us in case it is brought up at the neeting?

Ckay. Steve, that answers your question,
take it.

MR COLLINS: Yes.

FACI LI TATOR CAMERON: | see David has his card
up, but it's not David. So just introduce yourself.

MR. THOWPSON: Jared Thonpson with the
Arkansas Departnent of Health

| think the inportant thing we have to
remenber on this is it doesn't natter how prescriptive
this is. It's not always going to work. W have a
cl assic exanple of a facility who had an ideal quality
managenent plan. They al so had ideal m sadm nistrations,
bad m sadm ni strations. The hospital fixed the problem
real sinply. They suspended the doctor's privilege to do
t hat .

| think that's where the responsibility for

qual ity managenent is. It's not with us as an agency or
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as a regul atory agency, anyway, to tell a facility how
they' re supposed to do their treatnment plans and how
they're supposed to foll ow procedures.

| think the status quo i s very prescriptive.
And we've got to back off on sonme of this regulatory ness
that's been made in a way because it has becone regul atory
burdensonme to sone facilities, particularly snal
facilities that are just trying to serve the conmunity in
whi ch they serve.

Ideally, if you' re going to have to have
somet hing, Nunmber 2 is the best option. Let's let the
hospi tal nmanage this, not us.

FACI LI TATOR CAMERON: Ckay. Thank you.

But | think you woul d be espousi ng what |
think we're going to be calling Option 5, which is no
gual ity managenent program and build quality in through
sonme ot her mechanism Ckay. Thank you

Ed?

MR. BAILEY: Bailey from California.

Nunber one, get rid of the words "quality
managenent." It's a red flag sort of to the bulls in the
audi ence and at this table.

FACI LI TATOR CAMERON: | don't know if anybody

takes of fense at that, but --
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MR. BAILEY: The "quality managenent"” tag for
many of us represents a bad history. Gve it a new nane.

FACI LI TATOR CAMERON: So that the --

MR. BAILEY: Then | could be nore rational in
how | respond to it. But | think there is a Nunber 5

option. And | would comment on sone of the elenents in

her e.

| think it's inportant that you have a quality
program but, as | |looked at this in the beginning, | saw
witten, witten, witten. And sonebody w || obviously
correct nme because |I'lIl be wong, but nost of the

m sadm ni strations that 1'maware of did not occur because
there was a m sunderstanding in an oral prescription given
to sonmeone that occurred because doctors don't wite well
or people don't read well.

And they end up giving mllicuries, instead of
m crocuries. Those are the ones that I'mfamliar with
t hat have happened. And, in fact, | can't sonetines tel
the difference between a mcro and a mlli dependi ng upon
who wote it.

So | think in California, the definition of a
prescription starts out an oral or a witten directive.
And so the first words there are oral. Quite often,

that's the way the patient is referred by phone to
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sonebody, "I'm sendi ng sonebody over for a scan. | want
this, that, or the other done."

And hopeful |y the nucl ear nedi ci ne physician
has directives within their departnent that describe under
what conditions you can take a referral and from whom you

can take a referral.

| nmean, if Ed Bailey phoned up and said, "I'm
sending over Grard to get a brain scan,"” | hope sonebody
woul d question that.

FACI LI TATOR CAMERON: | guess that depends on

how much you know about G rard.

(Laughter.)

FACI LI TATOR CAMERON:  And | wouldn't take too
lightly the point either about the fact that the words
"qual ity managenent plan" can have such a negative
connotation at this point that you may be in the hole no
matter what you try to do with it.

Cathy, do you want to --

M5. HANEY: Yes. |'d just like to say we have
recogni zed that quality managenent is a red flag. So
we're very open to the nanme a regulation contest. So if
this group wants to provide sone nanes, that woul d al so be
very hel pful

FACI LI TATOR CAMERON: Ckay. GCentlenman from

Al abama, | believe.
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MR McNEES: |'mJim MNees from Al abana.

To give a little perspective onit, if we're
trying to prevent | guess what NRC used to call diagnostic
admnistration, we still keep a record of them and have
themreport them

Looking at a conpilation of many years of
that, we found that 50 percent of the | guess reportable
events now, what NRC used to call diagnostic
adm nistrations, resulted fromthe technician reaching
over here and picking up the wong syringe. It was not
the syringe that they intended to give this person. That
was 50 percent of them

Forty-ni ne percent of them cane fromthe fact
of picking up the proper syringe for the tests going on
and asking for "Bail ey" and sonebody el se wal ks up and
says, "Wio do you say?" And he says, and he gives the
shot to the wong individual answering the call. That
accounts for 99 percent of the diagnostic
m sadm ni strati ons over a nunber of years.

We have had a problem about how this witten
programwas really the solution to stop those.

FACI LI TATOR CAMERON:  So, in other words, |ook
at the problemthat actually exists out there and design
your solution to fit that problem | think we're going to

go to the audience at this point.

NEAL R GROSS
COURT REPORTERS AND TRANSCRI BERS
1323 RHODE | SLAND AVE., N W
(202) 234-4433 WASHI NGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

693

(Laughter.)

FACI LI TATOR CAMERON: Carol ?

DR. MARCUS: GCkay. | think it's very
i nportant to deci de what you want to sol ve before you
deci de what the regul ation ought to |Iook |ike. Having
been a part of this regulation fromthe start because |
was on the ACMJ for two ternms during this, as | recall,
what we really wanted to make sure of was that the w shes
of the physician were appropriately carried forward to the
patient.

The thing to understand is that the entire
nmedi cal comrunity opposed this rule. So did the ACMI
unani nously at the beginning. So did the ACMIJ
unani nously three years later. So did the OMB. Ckay? So
there was sone di sagreenent as to whet her what the NRC
wanted to acconplish, in fact, would be acconplished by
it.

The nost telling thing is that last spring the
NRC publ i shed a docunent about that thick which was a
review of the QW. And what it said was that it
acconpl i shed absolutely nothing at all, that the
m sadm ni stration rate had not changed, that the
principles were still very good, but it had no effect on

t he problem
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So | think we should not decide which part of
it to keep but | ook beyond that back at the problem and
say, "How do you get at that problen? All the things we
did didn't work, cost a lot of noney, infuriated the
medi cal community, inposed bizarre requirenents on nedica

practice,” which is exactly what we're telling the NRC not
to do, "and didn't get anywhere."

Al through this process, | would explain to
the NRC that California had conme up with a different way
to minimze the inportant m stakes, the therapeutic ones,
by sinply saying that the authorized user physician had to
be physically present when the dose was given. And
physically present nmeant in the same room

There's no requirenment for anything witten
for a program for a prescription, for anything. And the
very act of putting the physician there in nuclear
medi cine neant that like in the last, what, three, four
years, we haven't had a single therapeutic
m sadm nistration. And the definition of
m sadm nistration in California is even nore restrictive
than that of NRC. It's ten percent.

So that is a way of decreasing problenms. One
of the things the ACMJ said many tines when this rule was
bei ng discussed is: Look at where these problens are

comng from They're comng frompractices where
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physi ci ans are not managing their practices, technol ogists
are, and that nost of these m sadm nistrations were not
caused by Board-certified nucl ear nedicine physicians.
There will always be a certain nunber of human
errors that no one can ever fix but that if you have good
qualifications for the people you authorize in the first
pl ace, you're going to get rid of a lot of these dunb
m st akes caused by | ack of physician oversight.
| just saw for the third tine there's a

hospital in New Jersey that has had a therapeutic

m sadm ni stration in nuclear nedicine. | reviewed them
twice when | was a consultant on the ACMJI. They're still
doing the sane thing wong. And it's still the same group

of people that are not Board-certified in nuclear medicine
that don't pay attention. So naybe you ought to | ook at
the solution to this problemas a training and experience
program rather than as a witten QW program

And the last thing is to make you realize that
there will always be sone | ow nunber of m stakes. Wth
managed care and a decrease of the workforce, you're
havi ng fewer people do nore work. And one thing that has
been shown time and tinme again when you're | ooking at
human error is that busy people make m stakes. Busy

peopl e take shortcuts and nmake m st akes.
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One of the things you can do as regulators is
to look at all the busywork you give us and figure out
what you can take away to give us nore tinme to pay
attention to the inportant things, which is making sure
the right patient gets the right dose.

Thank you.

FACI LI TATOR CAMERON: Thank you, Carol. There
are a lot of commpbn sense points there.

| guess | would be curious to go back to the
agreenent states and get sone coments on the ideas that
Carol proposed to test the idea about: Should we do
Option 5 or should we have Option 2, for exanple? Aubrey?

MR GODWN: | think it makes a | ot of sense
if you're really concerned about exposure to patients
where there's going to be a potentially significant
outcone to | ook at the therapy area and to have the
physi ci an there.

| don't have a way to argue that California's
outcone is not correct. And | think that this point
shoul d be brought to the Conm ssion very clearly that this
is one way to acconplish the significant part of it. |If
you want to go risk-based when you've got 100 mllirem of
exposure, there's a lot less risk than when you' ve got 100

rem
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So it seens to ne that there's a lot of nerit
to looking at this option of going only wth the therapy
area and | ooking at who is present when the therapy doses
are given. There wll probably be sone renote areas where
this can cause a little bit of difficulty, they will have
to be alittle nore careful in scheduling.

| could think of a lot of areas of the country
where the physician is not there, but he ought to be in
that i medi ate area anyway giving these things. So it
seens to nme |i ke a good option.

FACI LI TATOR CAMERON. It's interesting to
t hink about. Instead of having this |abel "quality
managemnent program' over the top, if you have the
obj ective of make sure or decrease m sadm ni strations, one
option there could be to have a quality nmanagenent
program

The second option could be to require the
physi cian to be present when the whatever was
adm nistered. | nean, it's another way of |ooking at it,
but it just underscores what's the purpose of the quality
managenent progran? And are there other ways to achi eve
t hat ?

Bob?

MR, QUILLEN. Just for the record, | voted for

Option 5 before it was ever put up there because Col orado
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has not required a quality managenent programfor its
licensees. W are one of the renegade states.

| have to agree with what Carol said here.
You have to identify what the problemis. And | think Jim
did identify what the programis in the diagnostic arena.
Qur experience is very simlar in how you sol ve that
pr obl em

| don't think any witten programis going to
sol ve the problem of a technol ogi st who grabs the wong
syringe because they're in a hurry.

FACI LI TATOR CAMERON: Does that reflect a
consensus around there? | don't know. | don't want to
put too fine a point on consensus, but do nost of the
agreenent states around the table believe the same way,
believe the way that Bob and the gentl eman from Arkansas
and others? Sure. Let's do a show of hands.

Let ne ask the -- we don't know what questi on.
This is great. W don't even know what the question is.
Al right. Wwo wants to contribute ten dollars?

(Laughter.)

FACI LI TATOR CAMERON: No. Let ne just ask
this: Do the states feel that there m ght be a nore
effective and efficient way to address the probl emthat
the quality managenent program was ostensibly designed to

address? | nean, is that a fair question? How many
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states feel that there is a better way? Let's just do
t hat show of hands.

(Wher eupon, there was a show of hands.)

MR. PADGETT: Carification.

FACI LI TATOR CAMERON:  Yes?

MR, PADGETT: Aaron Padgett, North Carolina.

When you say there is a better way, why don't
we just make that a little softer and say may be a better
way because we don't have hard nunbers, other things |ike
this? Some of those things sound to ne |like they would be
a better way, but again, nothing has --

FACI LI TATOR CAMERON: That's a good point. |
don't want to -- this is not sonmething that we're witing
in stone here. Again a show of hands of how nmany out
there feel that there may be a better way.

(Wher eupon, there was a show of hands.)

FACI LI TATOR CAMERON: W th that caveat that we
put in there, was there anybody who did not raise their
hand on that last one? And if there is, is it because
they don't really care or they disagree?

(Wher eupon, there was a show of hands.)

FACI LI TATOR CAVMERON: Okay. Well, | think
that's an inportant point.

MR. WHATLEY: | didn't raise ny hand, but |I'm

not sure | disagree.
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FACI LI TATOR CAMERON:  Ckay.

MR, WHATLEY: Kirk Whatl ey.

| put two little noustaches around nmy word
"quality" managenent. Sone of you all can figure out what
that neans. Several years ago when this whol e i ssue cane
up, one of the things Jimfailed to nention was that we
retain the old NRC requirenents in our rules that a
physician -- the definition of authorized use was
originally required by NRC, neaning that a nucl ear
physi ci an woul d sel ect the patient, prescribe the doses,
and interpret the results. NRC got away fromthat for
di agnosti c.

And it's ny understandi ng for nobst
di agnostics, certainly, the things that don't require a
witten directive, that any physician can sel ect the
patient to receive radioactive nmaterial, that a physician
does not have to be present, review anything about the
condition before the patient is adm nistered radi oactive
material. And then any physician, qualified or not, can
interpret the results of that study.

| think that in itself, have a non-qualified
physi cian being allowed to select patients, prescribe
doses, interpret results, and everything, contributes
significantly, nore than anything else in my opinion, to

di agnostic m sadm ni stration that we have.
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| like the idea certainly of the therapist in
California, but I never understood the quality managenent
rule. Qur rules in our opinion were nore effective at
dealing with this before the quality managenent rul e ever
cane out. And we were basically forced to change it. And
it could be conpatible with NRC

FACI LI TATOR CAMERON: Kirk, can you tie it a
little bit? | mean, this goes into the whol e i dea of
there are other ways to ensure quality. Can you talk a
little bit about what your rules were |ike before --

MR. WHATLEY: The NRC rul es woul d change
several years ago when a group of people cane into the
NRC s nedi cal licensing programfromthe community in ny
opinion did it the way they did it, as opposed to the way
NRC had al ways required it be done.

NRC had always required in a |license guide,
and it was taught in that training programfor all the
rest of the licenses and inspections that a nucl ear
physi ci an had three requirenents: one, select the
patient; two, prescribe a dose; and, three, interpret the
results. That is not that way anynore with the NRC and
hasn't been that way for many years. W retain that.

FACI LI TATOR CAMERON:  To return to that old

regime would be --
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MR. WHATLEY: We're going to talk about
training later, but for you nuclear physicians out there,
if I was a diagnostic nucl ear physician and | was
practicing therapy or using I-131, | would be very, very
upset if you told nme I had to go take a course of 500
hours or 6 nonths sonmewhere to be qualified to do that,
particularly when any physician is authorized to do that.
Any physician can do that w thout going and taking any
traini ng.

But to be put on a license that says you're an
aut hori zed user and we don't know what authorized user
means, in nmy opinion, I think we're doing a terrible
injustice to require these physicians to go out and take
that 500 hours of training, although I'mvery nmuch for it.

FACI LI TATOR CAMERON: Wl |, thank you, Kirk.
| think that just underscores the point that people have
been nmaking froma different perspective. Let's go to
Aubrey and then Dr. Carretta.

MR GODWN:. I'msort of fromthe old school
too. And | just never understood how the NRC could give
the interpretation out that other physicians can do it
when the only physicians that the agency knew the
qualifications were the ones that were listed on that
license. Anybody else may or may not be qualified. Yet,

they are allowi ng these people to do work.
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It really was a problemto ne because the only
person you know what the qualifications are is the one
that submtted the application to you, the agency. And |
find it very loose not requiring only those people to be
involved in the selection of patients, prescribing the
dose, and interpreting the results.

FACI LI TATOR CAMERON: Dr. Carretta?

DR. CARRETTA: 1'd like to echo the two
previous coments. | think as practicing nuclear
physi ci ans, we do exactly that. W review the requests.
W determ ne the appropriateness of the study. W
determ ne the dose. And we are physically present to
review the history, exam ne the patients if necessary, and
provi de a consultative report.

We basically are not a | aboratory type of
practice, but we are a consultative type practice, where
we work hand in hand with the referring physicians to
solve the clinical problens. Unfortunately, what you've
descri bed has becone nore common in groups or practices
that do not have Board-certified or special conpetency in
nucl ear radiol ogy physicians, and it becones a part-tine
versus full-time position.

Now, the NRC nay not have to solve this
problem This problemis going to be solved by a greater

agency known as HCFA because HCFA, which pays for all of
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the procedures that we do for Medicare, is comng out with
a notice of proposed rul emaking in Novenber that wll
define three | evel s of physician supervision for inmaging
nmodal ities. And the three levels would be: general,

whi ch neans you have to be sonewhere in the i nmedi ate
vicinity, which can be the sane city or state; direct,

whi ch neans you have to be sonewhere in the facility; and,
personal, which neans you have to be in the roomwhere the
procedure is being perforned.

Di agnosti c nuclear nmedicine will fal
primarily under the direct and personal supervision with
very little under the general supervision. Now, this has
raised a fair anmount of hackles in sone of the nedica
community because it affects their livelihood and their
ability to do diagnostic procedures.

But | think this solution, an economc
solution, if you will, will have much nore inpact on the
practice of diagnostic nuclear nedicine than any
regul atory solution that you m ght come up with with the
gual ity managenent program

FACI LI TATOR CAMERON: Thank you very nuch, Dr.
Carretta.

Aaron, did you have a final comment or --
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MR. PADGETT: | just had a followup. |
m ssed the three. One was general, and the third one was
personal. The other one was what, direct?

FACI LI TATOR CAMERON: Direct.

DR. CARRETTA: Direct.

MR, PADGETT: And what was the range area for
direct?

DR. CARRETTA: Direct as currently defined in
the federal regs is in the departnent or facility that's
perform ng the study.

MR. PADGETT: Thank you.

FACI LI TATOR CAMERON: kay. Good. | think
we' ve had a good norning's discussion, and we're going to
break for lunch. W're going to conme back at 1:00 o' clock
and get into training and experience. W have Lynn Roy
with us, who is going to talk about the technol ogists
view on this, and also we have Dr. Cohen.

(Wher eupon, a |l uncheon recess was taken.)
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AAF-T-EERNOON S-ESSI-ON
(1:00 p.m)

FACI LI TATOR CAMERON: We're going to continue
our wal k through the cross-cutting issues. Cathy, are you
turning this one over to Don or are you going to do it?
Ckay.

The next area that we're going to cover --
and, again, we don't have a whole |ot of tine, but we're
going to do training and experience. And we have a couple
of other areas. So we'll try to nove quickly through so
that we can end pretty close to schedul e.

Go ahead, Cathy.

M5. HANEY: First we're discuss the training
for the authorized user. And then the next step is we'll
di scuss the training for the radiation safety officer. W
have considered training for the nedical physicists and
ancillary personnel, but | think, given time constraints,
we won't go into those today, but we are open to taking
comments in those areas.

As far as the authorized user goes, Option 1
was status quo. Under status quo, the rule has certain
specialty boards listed. And you need to be a physician
or they give you the option of a certain nunber of hours
pl us experience. So if you' re not Board-certified, you

can becone an aut hori zed user under the Board condition.
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The first Nunmber 2 is where the working group
kicked in with sonme of our ideas of what we could do.
Agai n, you need to be a physician first, plus a Board
certification.

Under this item we were not thinking about
putting the actual Board names into the rule. W would
have | anguage that woul d say sonething |ike "certified by
a Board whose process, certification process, includes the
T&E requirenents in Section B." And in B, it's the
certain nunber of hours of training specified plus
experi ence.

The thought here is that the type of training,
the hours, and the experience would focus on radiation
safety. And there would be | ess enphasis on the clinical
conponent. We'd be focusing on receiving and order
radi oactive materials, doing dose calibrator calibrations,
spill control procedures, and cl eanups, plus a certain
nunber of patient cases. But, again, the enphasis on the
hours of training and the experience would strictly be
radi ati on safety.

Alternative 3 is the sane as 2 except we've
added an exam The exam woul d be used to verify
conpetence in the area. The examwould focus on radiation

safety issues again.
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The question has been raised as to who woul d
give the exam W have not gotten any further down into
detail other than saying NRC could give the examor NRC
coul d approve an organi zation that was going to give the
exam or NRC could say, "This is what we think should be on

the test and in the process. And as long as you

i ncorporate those itens, then you're fine." So, again,
we're still at a very high tier and | evel on sone of these
i tens.

For Nunmber 4, it says that if you are a
physi ci an, you can use radi oactive materials. The working
group did not feel confortable with allowing this
alternative for all of the nodalities, only for the
| ow- dose nodalities. So this itemwas sonmewhat |imted.

Nunber 5 is the physician plus the exam And
that would be it.

And Nunber 6 is physician plus an exam pl us
clinical experience. And the clinical experience would
only focus on patient cases. There would not be a
radi ati on safety experience conponent in this. And the
figuring here is that we woul d pick up whether the
particul ar authorized user knew it under the exam
requirenent.

That's a quick overview of this area. So,

Chip, it's yours now.
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FACI LI TATOR CAMERON: Ckay. Thanks, Cat hy.

Again, if there are other alternatives, let's
get those out on the table. These are all very specific
options. Does soneone have a context statenent for this
whol e area? There have been a whole |ot of references to

training and experience this norning. Mybe |I'm Il ooking

MS. HANEY: Actually, there m ght be one nore
t hi ng.

FACI LI TATOR CAMERON: -- for sonething that
isn't there.

Yes, Cathy?

M5. HANEY: Yes. Let ne just say one nore
thing. Wen we're | ooking at the nunber of hours and the
type of exam it would be nodality-specific. So as you
got up into the higher-risk activities, nore training,
nor e nunber of hours would be required. And | think
that's inportant to bring out.

W did do sonme tests, rule texts that
acconpani ed the papers that went up on the internet. And
that was only for the 35.300 nodality. So if you do go to
t he hone page and start |ooking at that, realize that that
was only for that nodality and the nunber of hours would

change for the other nodalities.
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FACI LI TATOR CAMERON: Ckay. Aubrey, do you
want to |ead off?

MR, GODW N  Thank you.

| guess before | can get really fixed on this,
| need to know what you want to require as an authorized
user because it nmakes a difference whether this person is
the one who's going to be the responsible party for just
handl i ng the ordering and recei pt of radioactive materi al
or is this person also going to be responsible for
selecting the patient, describing the dose, and
interpreting the results?

Now, |"mgoing to take two positions here and
let you try to figure out where |'m goi ng.

(Laughter.)

MR GODWN: Let nme know if you figure it out.

| f the authorized user is to select the
patient, prescribe the dose, and interpret the results,
particularly for any procedure that has an organ dose of
ot her two rens, whatever nunber you wanted to use, | fee
pretty strongly we ought to | ook at two, preferably three,
but two or three, where they're Board-certified or have a
speci fic nunmber of hours.

| would Iike to see an examin it. But I
woul d prefer to reserve ny judgnent a little bit on the

examuntil | find out who's giving it and howit's given.
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For those | ower-dose procedures, if you would, many of the
di agnostics, and where the individual is not doing the
adm nistrative work of maintaining the radiation safety
program | mght |ook at sone of the four, five, and six
oper ati ons.

But | feel very clearly that any individual
that is on a license needs to be specially trained
relative to the radiation safety. And | |ike Board
certification because that probably neans that he al so has
the clinical experience.

" m not sure how you're going to address the
clinical experience. | feel strongly it needs to be
addressed in 2 and 3 sonmewhere, and it's not shown in
t here anywhere as far as the nunmber of hours.

So | really can't select one until you sort of
define what you' re going to have as an authorized user.

I f you do not restrict the use to the authorized user,
then I think we have sone problens to discuss.

FACI LI TATOR CAMERON:  Don?

DR. COOL: | think perhaps we need to try and
fl esh out both versions because | don't think a choice has
been nade yet. Part of what we're trying to hear is
exactly how that should play in with the issue that cane
up this norning on what an aut horized user does or doesn't

do, which is not one of the ones that was up there.
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VWiile we're going through this discussion, a
little bit of a context in here and perhaps a little bit
of a radical thought for people to shoot down if they
choose.

One of the things that has been tossed about,
quite frankly, is what purpose does NRC serve in
regul ati ons by specifying anything with regard to the
physi ci an's know edge of the nedical activity in terns of
prescription, leaving the scan for those sorts of
activities.

So one of the things that | would |like to have
comment on as you're |looking at this and, in fact, one of
the things that underlay sonme of these, is that the hours
of training and experience mght well focus strictly on
t he safe handling and use of the material, not on whether
or not the individual can or cannot read the particul ar
scan. Leave that to the nedical boards to practice, the
vari ous societies, other credentialings to HCFA, whether
or not they want to reinburse themfor reading those scans
and ot herw se.

So | would |ike sone comment because what's
enbedded here and probably isn't clearly 1, 2, 3, 4, 51is
what hours you're referring to and what's the experience
you're referring to and whether or not those should be

strictly limted to nore |ike what we do for any ot her
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ki nds of things, radiographers, others. Do you know how
to use materials? Do you know what dose is? Do you know
how to handl e those materials? Do you know how to deal
with | oose material if you're dealing with unseal ed sorts
of activities and say you know?

So that's a context for you to describe, and
that's separate fromthe i ssue which Aubrey is bringing
up, which is a specification of authorized users, as |
think we're hearing. California shall be present and be
nore specifically involved and present during the
adm ni strati on.

FACI LI TATOR CAMERON: Before you tal k, Aubrey,
Don, in relationship to what you just suggested, where
does that fit in relationship to these options? Nunber 47?

DR. COOL: Two, 3, or 6. Anyplace that you
see except in status quo, consideration of nunber of hours
of training and experience, a subset of that could be
whether that is simlar to or we do now, which gets into a
vari ety of things which could be contended, have nothing
to do with the safe handling of naterial.

FACI LI TATOR CAMERON: Ckay. Thank you.

DR. COOL: So you could read it any one of --
actually, I would have to look at it as a subset in
| ooking at the particulars, which version of it is and how

far do you go in ternms of certification. | think already
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this nmorning | have heard countervailing views of those
two subjects on each side.

FACI LI TATOR CAMERON: Ckay. Thank you.

Stuart?

MR. LEVIN. Levin from Pennsyl vani a.

Just a quick question to the NRC. Was it an
oversight that you didn't include DO's with the MD.'s
or you just nean physicians generically when you nade the
slide?

DR. COOL: The slide was intended to be just a
generic reference. This was not at this point any
intention to kick out any particul ar subspecialties or
ot herwi se but for a shorthand version.

And if people have a better lingo on howto
capture that without starting to wite |ong paragraphs and
including all of the various doctors of and otherw se,
then help ne out. Qur intention was sinply to say
physi ci an.

FACI LI TATOR CAMERON: The word "physici an”
will take care of it is what we heard fromthe audi ence.
For your purposes, D.O is a doctor of osteopathic?

Steve Col I'ins?

MR COLLINS: Steve Collins, Illinois.

Part of my statenent | guess goes to your

guestion. And that is I'"'mnot sure we can answer the
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question of what training and experience we want until we
define what it is these people are going to do. And that
goes back to what Kirk Whatl ey was sayi ng and Aubrey was

t hen sayi ng.

If we're going to require a trained physician
to directly supervise the use, even the HCFA direct or to
actually be physically present in the room we'll cone up
wth a whole different Iist of qualifications than we w |
if we're going to allow what sone of us have got ourselves
into that we don't like with circuit-riding physicians and
stuff where he's not there to see the patient.

The test follows a procedures nmanual and
adm ni sters whatever the attending requests the study for.
The request usually says "Nane of Patient” and "Lung" or
"Bone" or whatever. It doesn't say which bone agent to
use. And the nuclear nedicine physician is not there to
say which one is best for the type of study really needed.
And there's no conference between the nucl ear nedici ne
physi cian and the attending to determ ne that usually.
Then when it cones tine to read the filns, frequently the
tech has al ready gone honme at the end of the day and
there's not nmuch comuni cation there either.

So the answer to what we're going to get to on
trai ning and experience is going to depend on how t hat

relationship is expected to be. So | think that needs to
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be maybe defined better before we can answer this unl ess
we're going to try to answer it for every pernutation that
we have.

FACI LI TATOR CAMERON: So that's sort of that
t hreshol d i ssue.

Cat hy?

M5. HANEY: Yes. | can tell you fromthe
st andpoi nt of the working group, we were | ooking at the
aut hori zed user as being responsible for the safe use of
the material. W did not take it to the |evel of reading
t he scans.

This is a particular area where the nedical
policy statenent becones very inportant and how t hat
policy statement is witten because if you go to sone of
the options that we have for the policy statenment, we
could not put in a rule that would take us as far as who
can read the scans and what training do you need to read
t he scans.

So, at least fromthe standpoint of the few
nmeetings the working group had, we limted it to safe use
of material.

FACI LI TATOR CAMERON: Ckay. So at the | east

MS. HANEY: Yes. That was where we were.

But, at the sane tine, | have no problemw th expandi ng
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that. And with your training needs and the approach that
you would want to follow, would it be different?

One of the things that would really help us in
this area is: |Is the examneeded? |s the examthe right
way to go or not? Do you feel an examis needed to verify
conpetence? And does that again need to focus nore on
radi ati on safety than what currently sone of the
certification exans are? So that's a key itemto us.

FACI LI TATOR CAMERON: Ckay. Thank you for
that clarification.

Steve, do you want to address the exam
guestion before we go on?

MR. COLLINS: | just want to foll ow up on what
you were saying. In that context, then it comes down to
where is the authorized user going to be? If the
aut hori zed user is going to be in the facility, then the
anount of supervision and specification and training and
qualification of all of the other workers is |ess.

| f the physician is not going to be required
to be at the facility and is usually not going to be there
when the radi oactive materials are actually being used,
then we really need to be | ooking at training and
qgqual i fications of sonmebody else, the one that's actually

usi ng, handling, admnistering, drawi ng up doses, making
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sure they're accurately nmeasured. That's where we need to
be | ooking for radiation safety purposes.

FACI LI TATOR CAMERON: Can we assune that --
mean, that's the focus at this point?

M5. HANEY: Well, there is a focus, but at the
sane tinme | guess maybe we shoul d step back and ask the
question of: Were would you like to see us go? | can
tell you |I've told you where the working group went, but
that's one path. And we're not too far down it that we
can't back up and say maybe we took the wong path and we
shoul d be goi ng down the other one.

So maybe the first question, Chip, is: Wuld
you prefer us doing T&E toward the choice of the patient,
the adm ni stration, and the reading of the scan, or toward
t he approach that we took, which was just the radiation
safety?

And t hen based on which way the group thinks
that we should go, then we can revisit how we get there.

MR. COLLINS: When | answer that question,
al ways put nyself in the position of I'mthe patient and |
want that nucl ear medici ne physician hol di ng my hand,
talking to nme, and telling nme all about it, explaining it,
and making sure it's the right study done the right way

the whol e tine.
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And nost of the nucl ear medicine docs wll
probably, "You're an unrealistic patient. [|'mglad you're
not mne."

(Laughter.)

FACI LI TATOR CAMERON: |'m not going to touch
t hat one.

Rut h?

M5. McBURNEY: Well, getting to what Cathy was
saying and what | nentioned earlier, if we ook at it from
the context of the nedical policy and if we're truly
getting out away fromthe practice of nedicine, then
t hat' s hand- hol di ng expl anation | guess woul d be practice
of medi ci ne.

And then the training and experience woul d be
nore toward the radiation safety and the handling of
mat eri als, regardless for anybody that is doing that,
whet her it's the authorized user. And then, of course, in
t herapy that would be the case hopefully.

And if we're going to be focusing nore on
radi ati on safety and so forth, then I think if we went
with Option 2 or 3 that we would need to | ook at the Board
certification and whether they put any enphasis at all on
radi ati on safety in those exans that they give because, as
| understand, there's not on that. It is nore on the

clinical end of it.
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FACI LI TATOR CAMERON: Ckay. Thank you.

Stan Marshall has had his card up for a while.

MR. MARSHALL: | had what | thought was a
sinple question, and it's broadened a little bit. | think
my question has actually changed based on the
qualifications.

| want to give just a comment as an exanpl e.
| think you had an early question about: |[Is there any
exanple up there? | think ny answer was yes.

Based on a letter | have on ny desk in the
of fice froma physician, he has patient selection,
prescription, adm nistration, and eval uation, doing al
t hose things under authorized user.

He feels that his nedical |icense and
certification by a particular board, by one board, not al
boards, as nentioned under Nunber 2, should be the only
option, no alternative training short of a board
certification in a specific discipline. That's a rather
extrene specific case, mght be described as very
sel f - servi ng.

When we qualify what a authorized user m ght
be or m ght not be, | guess I'd go to the exanple we have
in this country about mammography certification, where we
have drawn the line in the sand between "t he technol ogi st

who handl es the machine, positions the patient, and
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adm ni sters the radiation,” unquote, versus the physician
Wi thin practice of medicine that selects the patient and
eval uates. And we seem caught short of doing that at this
time.

FACI LI TATOR CAMERON: Ckay. Thanks, Stan. |
think we're going to probably get sonme clarification when
we go out to the nedical comunity on sone of this.

Ed?

MR. BAILEY: Bailey from California.

| think our commobn experience sort of gets us
nmuddl ed because we know situations where the physician
will have a variety of roles. | was |ooking at this and
saying, "Well, if the physician is also the radiation
safety officer, naybe they need sone training that the
physi ci an who has a staff of 20 health physicists and
nmedi cal physicists there to help them doesn't necessarily
have to have."

But then it's alnost an inpossibility because
it tends to be the snallest facilities that you woul d then
have to have the nore qualified doctor at. And that's
probably not going to be the common rule.

So that we're going to end up -- and if I'm
wong, you all yell at me, but quite often the snmaller the
facility, we end up with the MD. being the radiation

safety officer or one of the technol ogists being the
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radi ati on safety officer. And we sort of need to separate
those two job functions.

If we're tal ki ng about the physician just
practicing nedicine, then | think certainly they've got to
be a doctor and the Board certification or sone very
stringent equivalency has to be -- | nean, | could not in
good consci ence get an application in froma doctor who
had no background in nuclear nedicine and wanted to get a
license.

Now, |'m hearing NRC say what | don't think
like. And that is they can't dabble into the practice of
nmedi ci ne enough to say that an authorized user has to do
the interpretation or an authorized user has to prescri be.
If that's the case, then any hospital can get a |icense by
putting down any MD. on the license if -- | nmean, that's
the ultimate to that situation

So | think we've got to separate the two. |
think the doctor has to be very qualified, has had
training. And we do have a thing here in California
that's a little different, just one thing. 1In the X-ray
program we do require every physician who is not
Board-certified in radiology to take what anounts to a
radi ati on safety exam

Now, I will not defend it as being a

definitive and difficult examto pass, but | will say that
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it'"s going to be difficult in nmy opinion to nmake an exam
too difficult for doctors to pass because in their career
of 20 years of going to school, they've taken 13 or 14
tests. |If they're good at anything, they' re good at
taking tests. And for the nost part, they can |earn
things fairly rapidly.

This nmay be an option to | ook at, a safety
syl I abus, which didn't have an exam based on it.

FACI LI TATOR CAMERON: Don and Cathy, did you
catch that one?

M5. HANEY: Yes. Actually, if I can nake two
comments, one being | was just bringing up the fact that
we're sonmewhat |imted by the nmedical policy statenent as
far as how we can go, but now is our chance to change the
nmedi cal policy statenent. So if you see us going down
that route, then maybe we need to nake sure that the
policy statenment that we put forward would allow us to do
t hat .

The other comment that | had is on the
radi ati on safety officer in differentiating themfromthe
aut hori zed user. The working group did do that, and we'll
get there in a mnute. But let ne suffice it to say that
under status quo, if you are an authorized user, you can

automatically be a radiation safety officer.
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In Options 2 through 5, that's not a guarantee
any nore. They're treated as individual people. And it's
very possible that an authorized user nay have to go on
and take sone nore training before he could be classified
as the radiation safety officer. So | think we did
address that point.

FACI LI TATOR CAMERON: Don Flater while Don is
stepping up to the m ke.

MR. FLATER |'ve got three points to bring
up, one that | haven't seen nentioned here anyplace. And
it's one in the states we at |east have to deal with. And
that's grandparenting. Wien are you going to slamthe
door? What are you going to do with those fol ks that are
out there before you slamthe door? | think that that's
sonmething that certainly has to be considered in anything
t hat you do.

The second thing is | would caution you on the
word "physici an" because in some state | aws, physicians
can be nore than D.O.'s and MD.'s. They can be things
like chiropractors. They can be things |ike podiatrists
and those kinds of things in sonme state law. So don't
assunme that the word "physician” nmeans only the people

that practice nmedicine. They nmay not be.
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The other thing is on the exam And | heard
Cathy | think when she brought it up that NRC woul d give
the exam Does that nmean excl usively NRC or not?

MS. HANEY: No.

FACI LI TATOR CAMERON: Ckay. darify that for
the transcript.

M5. HANEY: Just one of the options that we
t hought about was that NRC coul d give the exam but we
were al so thinking just as nuch as we could give the exam
that we coul d approve or review another organization's
examor we would set up criteria. And if your exam neets
this criteria, then you're fine. So it would not be the
only way you can becone qualified is to take NRC s exam

MR. FLATER: | guess part of the qualification
| was wanting on that was if that was sonething that was
going to be put upon the agreenent states and we were
going to have to set up a group to deal with the exans.

| don't know. [|'mnot saying whether | want
to do that or | don't.

M5. HANEY: Yes.

MR. FLATER: And that's where | was com ng
from

M5. HANEY: Okay. Yes. W didn't get down

that far into that. It was nore a question of: Do we
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need an examto verify soneone's conpetency? That was
where we stopped on the exam questi on.

MR. FLATER In | ooking at the exami ssue,
woul d suggest that you seriously look into the validation
of exam nation because if you want sonething to drive
costs up, you want to | ook at sonething |like that. And so
the use of existing exans that are already valid are
probably much nore pleasing than com ng up with our own
exam

FACI LI TATOR CAMERON. Let's go to Kirk and
over to Aubrey, and then we have a couple of statenents
fromthe public to put on the record.

MR. WHATLEY: Kirk Watl ey, Al abana.

"' mnot aware of any physician who actually
al euts generators on a daily basis or a weekly basis or a
monthly basis. |'mnot aware of one that prepares doses.
And |I'm not aware of one maybe with the exception of sone
t herapy doses who admi nisters doses to the patients.
don't know of any that do surveys on a routine basis or
handl e waste di sposal or anything like that. |'mjust not
aware of them Perhaps you are.

It's usually not the physician who picks up
the wong syringe or vial and draws the wong materi al
fromit and gives it to the wong patient. [It's usually

not the physician who calls the wong patient in to
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receive a dose. Usually it's the tech. And we don't even
| ook at the training requirenents for these folks.

|"'mnot sure we're | ooking at the radiation
safety requirenents for the right people if physicians
normal ly don't do this. And it's ny belief that nost of
t he radi opharmaceuticals in our state cone from
radi opharmaci es. W have very little doses that are
actually prepared in hospitals or even private offices
now. Basically it all cones from as | said,

r adi ophar naci es.

If we're really | ooking at radiation safety,
t he people that are handling and preparing and using
radiation material on a daily basis, we don't even talk
about the people that do this.

| think it's an analogy |inked to perhaps
training a radiation safety officer in industrial
radi ography and then letting the people who don't even
| ook at the qualifications of the people who want to go on
and use the source on a daily basis.

" ve al ways questioned the real need for
requiring physicians to go through sonme of the training
that we require in radiation safety. 1've often asked
nmyself: What are we really doing that for?

Those are just sone comments.

FACI LI TATOR CAMERON:  Thanks, KirKk.
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Let's have one nore comment fromthe table.
And we'll get back to those people at the table, too.
Aubrey, do you have sonething to add here?

MR GODWN:. Yes, if we're going to have the
exam and the decision made not to | ook at the text, which
| think this would be hard to | ook at also, | see the exam
being basically a radiation safety exam

Don asked the question relative to clinical.
| think it is inportant that the physician who is going to
be doi ng hi gh-dose procedures has sone clinica
experience. | think this will reduce the exposure to
patients, which is one of the things we've got to | ook at
as a radiation safety function to avoid, to sonme degree at
| east, the unnecessary exposure in |ack of know edge.

| don't know if you can say that soneone is
properly prescribing. So you would have to ook at this
if it would help in assuring to the patients and to the
public in general that the physician involved has at | east
a chance of being know edgeable in the sel ection of
patients, prescribing the dose, and interpreting the
results. And | think that's a very inportant thing in the
way of radiation safety.

Now, beyond that |I'm not sure you need to go,
but I do think that clinical experience is an inportant

thing that should be in sone way brought into this. And
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if it calls for rewiting the mssion statenent, then do
it, but we need to | ook at that.

Radi ati on safety, | agree with Kirk that we
need to | ook nore at the people who are doing sone of the
work itself and ensure that they're properly trained. And
"' mnot sure the guides clearly enough address that at the
present tine.

FACI LI TATOR CAMERON: Ckay. | think that the
statenents that we're going to get fromthe nedical
community may help to tie sonme of this stuff together.
First I'd ask Dr. Cohen, who is President of the
California Chapter of the Anerican Coll ege of Nucl ear
Physicians, to conme up. And then | believe we're going to
hear from Lynn Roy on the mnedical technol ogi sts' issue.

DR. COHEN:. We'd like to talk about training
and experience in the context of the quality of nedi cal
care. Changes do not take place in a vacuum And the
process of revising Part 35 is not exenpt fromthis
di ctum

The process takes place against the
ever - enl ar gi ng background of managed care. Managed care
some woul d call nmanaged costs. But the other side of the
coinis the quality of care.

As Dr. White has so aptly pointed out, it's

difficult, if not inpossible, to maintain the quality of
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care with ever-increasing costs and ever-decreasi ng
rei nbursenents

We nust never |ose sight of the fact that the
patient cones first. The NRC has historically recognized
this fact. |1'mold enough to recall sonme of the old NRC
regul atory gui des where the very |l ast statenent stated
that "Nothing in these regulations shall be interpreted as
interfering wwth the care of the patient.” And I'mglad
to see your thoughts are | eaning back in that direction
because this principle continues to be of increased
i nportance today in this era of managed care.

The quality of care in nuclear medicine
i ncl udes both radiation safety and the clinical conpetency
of the physicians in this line of practice. Part 35 deals
with the issue of radiation safety but has two current
fl aws which have led to major controversies.

First, it contains provisions that have been
interpreted as interfering with the practice of medicine
and pharmacy. And, second, it only deals wth byproduct
mat eri al s and i gnores other sources of ionizing radiation.

On the other hand, radiation safety prograns
operated by individual states tend to regulate all forns
of ionizing radiation based on standards set by various

organi zati ons of recogni zed experti se.
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The NRC could certainly benefit the delivery
of health care and protection of the public by
establishing flexible standards of radiation safety which
could be incorporated into state prograns with recognition
of individual community standards.

The know edge based needed to inplenent an
adequate radi ation safety program for byproduct materials
is relatively independent of the organs to be studied or
the nuclides to be used.

Sonme states may still have difficulty
devel opi ng the expertise to run a program where they nmay
not have this desire. And this should be recognized in
any revised Part 35 so that such states can be encouraged
to contract with other states or form conpacts to
acconplish this inportant aspect of quality of care.

The NRC regul ati ons, which have led to clains
of interference with the practice of nedicine and
pharmacy, are an indication of the NRC s sincere concern
wi th other aspects of the quality of patient care. But
t hese concerns are m spl aced.

Sonme of these concerns are already adequately
addressed by state | aws covering the practice of medicine
and pharmacy. The other aspects of the quality of patient

care are adequately addressed by many other entities.
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Certification of conpetence to practice
nucl ear nmedicine is regul ated by various specialty boards,
whi ch are then accredited to performthis function by the
Accreditation Council for G aduate Medical Education,
ACGVE, who al so approves the standards and content of such
traini ng.

This process is further inplenented at the
| ocal hospital |evel through their bylaws, which contain a
single standard for the credentialing and delineation of
privileges of practitioners in all specialists.

This process is carefully nonitored by the
Joi nt Conmi ssion on Accreditation of Health Care
Organi zations, JCAHO. A conjoint statenment on
credentialing and delineating of privileges was published
by the Society of Nuclear Medicine and the Anerican
Col | ege of Nucl ear Physicians in the January 1991 issue of
t he Journal of Nuclear Medicine and the very | ast
statenent in this docunment, quote, "reiterates that
Nucl ear Regul atory Conmi ssion |icensure or equival ent
state licensure is a reflection of training in radiation
safety procedures only and does not inply clinical
conpetence in the areas stated above."

Unfortunately, this fact is poorly understood
at the local hospital staff level, where they tend to

privil ege physicians for every license procedure, whether
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or not they have denonstrated current conpetence to
performall of these procedures.

There's been an evolution in the concepts of
privileging and credentialing. And the current standards
can be found in JCAHO s conprehensive accreditation nanual
for hospitals.

These current standards require that
del i berations regarding the initial and the reprivileging,
usual ly every two to three years, of physicians shoul d
i nclude quality assurance data, such as review ng charts
for appropriateness, prescription of the dose,
interpretation, and so forth, as well as continuing
nmedi cal education, CVE, courses or training plus a
statenent of denonstrated current clinical conpetency to
performthe requested procedures.

Unfortunately, there are still problens. CME
training i s supposed to be obtained in your area of
specialty. Wile, obviously, of course, interstate
pl anni ng woul d not apply to any specialty, the problemis
that many hospitals and states have permtted many
specialties to stretch the definitions.

For exanpl e, an endocri nol ogi st may obtain al
his CVE credits in diabetes, pituitary, and adrenal

di seases with no courses pertaining to his use of bone
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densitonmetry even if his practice entails a great deal of
this procedure.

Anot her exanpl e, a radiol ogi st may have all
his CME credits in CI, MR, and ultrasound, even though he
spends 20 percent of his tinme doing nuclear nedicine. The
fact is many physicians go for years w thout ever taking a
CME course that pertains to their practice of nuclear
medi ci ne.

This standard shoul d be tightened up by JCAHO
and state licensing boards. It can be acconplished sinply
by requiring that the percentage of CME credits pertaining
to nucl ear medi ci ne should be roughly equivalent to the
per cent age of professional hours spent in the practice of
nucl ear medi ci ne.

The standards for denonstrated current
clinical conpetency are also frequently stretched in
nucl ear medicine. While a surgical service would never
permt a Board-certified surgeon to performa whipple
operation if he had not done one in the past ten years,
there are other problenms in other specialties. And the
constantly increasing conplexity of nuclear medicine
procedures necessitates nore realistic and appropriate
st andar ds.

If a physician is nore than two or three years

post-residency training in any specialty, he should not be
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gi ven automatic privileges to performall possible
pr ocedur es.

The radi ation safety aspects of nost
di agnosti c nucl ear nedici ne procedures are simlar, but
the required clinical and technical skills may vary
wi dely. Again, this factor tends to be ignored in many
hospitals, whose privilege for all |icense procedures
w t hout any evidence of current conpetency.

Qoviously this itemal so needs to be nore
closely nonitored and enforced by both | ocal hospitals and
the JCAHO. This can be acconplished by using a sinple
reprivil eging standard, such as, quote, "The types of the
standard for reprivileging should be based on the nunber
and types of procedures performed since the previous
privileging and should be cormensurate with the standards
used by ot her hospital departnents.” In other words,
what's good enough for the surgeon should be good enough
for nucl ear nedi ci ne.

Nucl ear medicine tends to be a specialty that
is poorly understood by those not in the field. It,
therefore, will be necessary to up JCAHO s under st andi ng
of nucl ear nedicine as well as the understandi ng of
hospital staffs and state boards of nedical |icensing.

These efforts plus the revision of Part 35

hol d the key to maintaining the highest standards of
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radi ati on safety and other aspects of quality patient
care. This approach also has the distinct advantage of
utilizing existing entities at little or no additional
cost .

Thank you.

MR. WANGLER: My nane is Ken Wangler. [|I'm
from North Dakot a.

JCAHO, maybe you could explain that a little
bit because |I know that not all hospitals are a nenber of
that or participate in that.

DR. COHEN. If you want to be rei nbursed by
Medi care, Medicaid, and nobst insurance comnpani es, you must
be accredited by the Joint Conm ssion on Accreditation of
Health Care Organi zations. They now al so nonitor
outpatient facilities and have a separate manual on
outpatient faculties, where it used to only be hospitals.

FACI LI TATOR CAMERON: | want to go back to you
to get sonme questions or comments on Dr. Cohen's
presentation, but | really would Iike to get Lynn Roy up
here to give us her perspective on this. So then we'l
have it all

MR. FLATER | just want to clarify the
doctor's statenent. [|I'msorry to disagree with him but,
at least in the State of |Iowa, probably two-thirds of our

hospitals do not belong to JCAHO. They are accredited by
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the State of lowa, by the Medicare body wwthin the state.
So you do not have to be accredited by them

FACI LI TATOR CAMERON: | think that Dr. Cohen
did nention state |licensing boards, but a good point.

Lynn?

MS. ROY: Nuclear nedicine is just not about
injecting and handling radioactive materials. That's not
why it exists. |It's about providing information to
physicians to treat a patient wwth the desire to nake them
better.

You can have perfectly wonderful safe handling
of radi oactive substance. And if the study isn't
performed appropriately and if it's not interpreted
appropriately, you can have far nore poor outcones than if
you injected a higher or |Iower dose. And | don't have to
wast e anybody's time in describing that. [It's a process.
And you cannot take apart each process. You can, but
you' re not acconplishing anyt hing.

Nucl ear medi ci ne technol ogists, -- and | think
t he gentl enan over here is correct -- we either prepare
radi opharnmaceuticals if we're not getting themfrom a
radi opharnmacy or we get themfrom a radi opharmacy, we
calibrate them and we inject them W do this from an

order from a physician.
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After we do that, we have to inage the
patient. And there are all kinds of techniques and al
ki nds of positioning that you have to go through to get
that. You develop the film and then you give it to the
physician to interpret.

There is a very strong correlation with the
success of that whole process wth the education and the
training of a nuclear nedicine technol ogi st and the
physi ci an. The technol ogi st section strongly supports
certification and |icensure, so nuch so that we've joi ned
forced with the ASRT to try to get the Randol ph bill,
whi ch was enacted in 1981, which required states to have
technol ogi sts using ionizing radiation to have |icensing,
whi ch requires education

There are two credentialing boards currently
in nuclear nedicine: the ARRT and the NMICB. To have to
get one of these, to be accredited by them you have to
graduate froma school that is accredited. These schools
of fer many, many hours in radiation safety, proper
handl i ng of radi opharmaceuticals, and everything el se that
goes into nucl ear nedicine.

| don't believe and the technol ogi st section
does not believe that the NRC should be involved in
setting those standards. | don't believe they have the

experience in deciding how many hours of biochem stry,
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physi ol ogy, and anatony that a nucl ear nedicine
technol ogi st needs to take. They don't do that for
physi ci ans.

However, if the NRCis interested in assuring
that only educated, well-trained technol ogists do perform
t hese procedures, we would like to invite you to join with
us in assuring that the Randol ph bill or sonething very
simlar is enacted so we can assure that we have
qualified, well-trained technol ogi sts working doi ng
nucl ear medi ci ne procedures.

Thank you.

FACI LI TATOR CAMERON: Thank you very nuch
Lynn.

|'d like to hear sone reactions around the
table to what we've just heard and try to tie sone of this
together. David, you have been there for a while. Do you
want to nmake a conment before we go back up here?

MR WALTER Yes. This is David Walter from
Al abama.

A nunber of the states that are represented
here today al ready have required technol ogi st
certification progranms. Unfortunately, that's a mnority
at this point.

One of the things that the CRCPD group or

part, key group, is going to talk about on Monday and
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Tuesday of this week here in L.A is a mninumtraining
and experience qualification criteria for technol ogists to
be added into the Part B suggested state regul ati ons.

W' ve known that this has been a problemfor a
long tine. W just had not really acted on it on a
national scale. And a nunber of states took the
initiative to go ahead and do this on their own.

W are drawing fromthose states and their
experiences in this to try and put together as good a
programas we can to be put into the rules. So we're
going that direction. Al right? That's the first thing.

The second thing, earlier today we heard about
t he presence of the physician, the authorized user, in the
facility for whatever study is going to be done. And with
the gromh in teleradiology, it's just not going to
happen.

| don't care what happens with HCFA right now.
| know that it won't last. |It's not going to be approved.
| can't see it being approved that they turn down the
paynent of a diagnostic nucl ear nedicine study via
tel eradi ol ogy sinply because the physician wasn't there.

So we need to be able to take that into
consi deration al so when we go through our training and
experience requirements for soneone being on site if

necessary.
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FACI LI TATOR CAMERON: Thank you, Davi d.

Does anybody want to pick up on Dr. Cohen or
Lynn Roy, on their presentation?

MR. COLLINS: Steve Collins, Illinois.

I[I'linois is one of the states that does, in
fact, have test accreditation requirenents. W recognize
both testing by the two organi zati ons she nenti oned as
nmeeting our requirenents. The only thing we have on that
is CEU credits, a certain nunber of hours to maintain
that. So we do believe that's necessary and have adopted
that. And we think for those people who are the ones
using the material, that's the right way to go.

In that context, that's the reason that we can
say if the physician is not going to be there in the room
when use of radioactive material is going on, then we're
not sure you need the physician as an authorized user if
the nedical policy is changed to say, "W don't get
involved in the practice of nedicine."

If it's only going to be radiation safety,
then we're not sure if the physician is not going to be
there that they need to be tested or anything else. So
one of your options that's not there is: W cares in
that particular case? But there's a whole set of ifs that

go into that qualifying statenent.
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Wth regard to the practice of nedicine, one
of the problens we get into is the fact that nost of us
don't believe that the boards of nedicine or the physician
pr of essi onal organi zations have or are, in fact, going to
be able to limt the practice in those fields of nedicine
to those people who are really qualified. 1If, in fact,
they coul d descri be how they are going to acconplish that,
then we can back totally out of it and |look only at the
radi ati on safety aspect and sinplify this whole thing.

FACI LI TATOR CAMERON: | think that clears a
| ot of the confusion up, at |least for ne.

| want to quickly go through the cards and the
peopl e in the audi ence because we do have to nove on to
the next area now. Let's start with Bailey and then
Quillen right here and then go on down the |ine and go
back to Arkansas and Carol Marcus.

MR BAILEY: California is also one of those
states that requires certification of the technol ogists.
And | would agree with everything that's been said about
t he i mportance of the technol ogi sts being trained and
receiving continuing education. | think it's been a great
benefit.

| guess putting back on ny regulator's hat a
little bit, it also has enabled us in several situations

inthis state to basically fix blanme where bl ame bel onged,
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where a patient was stuck with a needl e that had al ready
been used on an H'V patient, where the wong patient was
injected wwth | abeled white blood cells. It wasn't
anything that the doctor had to do with that. It was a
t echnol ogi st who wasn't being very conscientious about
what they were | ooking at.

| still have sone problemw th in any way
allowing the doctors to get out of any responsibility
because in California, there are one of two
entrepreneurial types. | can tell you that if you don't
have the doctor very, very closely and legally tied to
this operation, you' re going to see what we have seen in
sonme cases where a tech buys a machi ne and he goes out and
he contracts with sonebody to do sonmething. And there are
peopl e whose primary concern is not the health and wel fare
of patients. And their prinmary concern appears to be
maki ng noney.

| think it's a very inportant team And both
of them have to be recogni zed and hel d accountabl e for
what they do.

FACI LI TATOR CAMERON: Ckay. Thank you, Ed.

Bob?

MR, QUILLEN. Quillen, Colorado.

My comrent's based upon roughly 12 years of

working in a teaching hospital. Fromthat experience,
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woul d say froma personal point of view, as far as the
physician is concerned, | amnost interested in their
qualifications as a physician, not as a radiation safety
expert.

One indication of that is: Do they have Board
certification? So when | |ook at a physician, | ook for
the Board certification. This is a personal preference.

But the physician is not the person who is
handl i ng the radi oactive material except in very rare
cases. |It's the technol ogist who is handling the
radi oactive material. And under the current schene, we do
not | ook at the technologist. W do not evaluate the
t echnol ogi st .

Col orado does have and has had certification
requi renents for mamography technol ogi sts before in the
U S. A That's because we had one state |egislator who was
very interested in that topic, but we don't have that for
nucl ear nmedicine. And this is the mssing link in this
whol e i ssue of training and experience.

FACI LI TATOR CAMERON: So some states, Illinois
does have requirenents, but nost states do not. Okay.

Aar on?

MR. PADGETT: 1'Il see if | can nuddy the

water just a little nore. Aaron Padgett, North Carolina.
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W at one tinme had a rule that said the
physician had to be in the facility where the patient was
being treated. There was a bright, young fermal e physician
who said, "Up yours."

So being good bureaucrats, we said, "You'll do
it our way or you won't do it."

VWll, when the judge | ooked down from his
podi um and said, "M. Radiation Protection, where is your
nmedi cal degree that allows you to tell her how to practice
nmedi ci ne?"; essentially, we lost the case. So there's
probably a player here that we have not tal ked about yet,
and that's the Bar Association and the |ocal judges, as we
found out.

MR. BAILEY: Can | just nake one quick
response to that?

FACI LI TATOR CAMERON:  Yes.

MR BAILEY: As nuch as | hate to admt it and
| wish that weren't on the record now, there is sone
advantage to being in health departnments because when they
come out froma health departnment, in general you have
sonebody that is the state health officer and that judge
| oses his argunent because | can guarantee you that when
we take an action against a hospital or a doctor, there's
going to be sonebody in ny departnent that is going to

say, "Now, is this really necessary?" They' Il usually
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support you all the way up, but they'Il look at it closely
before they will agree that you' re going to do sonething
real drastic.

FACI LI TATOR CAMERON: Ckay. Thank you. Thank
you, Ed.

Rut h?

M5. McBURNEY: Just to speak to the
technol ogi st issue. And this also cane up at the ACMUJ
meeting. W in Texas felt that it was so inportant -- we
have not put it into our regulations yet, but we did form
a consensus group that was nade up of technol ogists,
nucl ear pharmaci sts, and radi ation safety officers at
nmedi cal facilities, and sonme of our regulatory staff to
come up with what would be the mnimumcriteria for the
technol ogi sts. W are putting that into our regulatory
gui de as acceptable training and experience for the
technol ogists in |licensing nmedical facilities.

Now, |'ve given that information to Cathy for
t he worki ng group's considerati on.

FACI LI TATOR CAMERON: Ckay. Thank you, Ruth.

Don?

DR. COOL: Just a quick point. And it's
sonmet hing that seens to be going at least in the rura
areas. And that is what is allowed for a physician's

assistant to do? They are ordering nucl ear nmed exarns,
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t hose kinds of things, already. And we're seeing them
specialize in other areas.

So | don't know whether they're going to cone
into the radiology area or not, but at one tinme Kentucky
had a school that they were training themto be
physi cian's assistants in radiology. That nmay be another
area because those people certainly are not MD.'s.

FACI LI TATOR CAMERON: Ckay. Thanks, Don.

| just wanted to get a clarification fromLynn
Roy. You heard Illinois talk about their requirenents.
| s that sonmething that the technol ogi sts support or don't
support? | was just trying to get a feeling for how the
i ndustry -- could you just speak into the mke? | don't
want to delay things here, but | was a little bit confused
about that.

M5. ROY: The end result obviously is
conpet ency because you can take all the tests in the world
and have all the CME credits in the world and not
particularly be conpetent, but there's only so nuch anyone
can do. So one would assune that if you had so many hours
and so many topics and passed the test, that yes, you are
conpet ent .

W woul d like to have peopl e take recogni zed

nati onal tests, such as the NMICB and ARRT, but we woul d
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al so support -- and it woul d depend on how each state
structured their own particul ar exam

The State of California, where | happened to
be in, they recognize the NMICB. You also can take the
state license test in nuclear nmedicine in California, but
it's very, very simlar to the NMICB. So we woul d support
t hat .

What we do want is to have certified, trained
i ndi vidual s because that is going to assure better
outcones. And how that is acconplished, it's probably not
as inportant as: Is it acconplished?

Soneti nmes the nmeans overwhel mthe end. And |
think we need to | ook at the whol e process and out cones
and: \What do we really want to gain here?

FACI LI TATOR CAMERON: Ckay. Thank you. Thank
you very much

Jared and Carol, I'"mgoing to have to ask you
to be real quick because we've got to nove. Jared?

MR. THOWPSON: Jared Thonpson in Arkansas.

As a license reviewer, this is one of the
things that gives nme the nost heartburn: review ng
physi ci ans' credentials. | detest calling a physician and
telling himthat he's not qualified. It nakes ny upper

managenent real nervous. They squirm
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And | can't see offering an exam and sayi ng,
"Hey, doc, by the way, you also failed your radiation
safety exam"

(Laughter.)

MR. THOWPSON. Things need to be sinplified as
sinply as possible to keep us as |icensing people out of
that situation of trying to tell docs whether they're
qualified or not.

FACI LI TATOR CAMERON: Ckay. Thanks. That's
sort of a good thing to have on the record at the end.

Carol ?

DR. MARCUS: A couple of things. First of
all, please understand that under eery state's nal practice
law, the physician is ultimately responsible for the
guality of the nmedical practice that takes place under his
responsibility. While you nay | ook at whether it's the
tech or the doc, in court it's the doc.

Nunber two, physicians handl e radi oactive
material and inject patients all the tinme. You may not
see it. | inject patients all of the time. Please
under stand t hat physicians have to know how to handl e
radi oactive material .

Sonme pl aces the physicians will mlk a
generator or nmake up a kit if the nuclear pharmacist isn't

available if a technologist can't cone in yet. | know a
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guy who used to run his own caneras by hinself on call at
ni ght and do the whol e thing hinself.

| really believe that the enphasis should be
conpletely on credentials in quantitative radiation
protection plans. That's what you guys should all be
doing. As soon as you start |ooking at nedical
qualifications, the hospital adm nistrator says, "Oh,

t hey' ve checked into that."

I f you sinply say outright, "W don't have
anything to do with nmedical qualifications. Qur job is to
make sure the physicians are capable of intelligently
handl i ng, cal cul ati ng, supervising radioactive material.
We're going to stanp 'radionuclides' on the back of your
license. W're not going to |icense you to practice any
kind of nmedicine. W're just going to say you can be
trusted to handl e radioactive material. And the
gualifications are going to be very substantial,"” that
then has to put the burden of nedical qualifications where
it belongs. On practice privilege this conmttee is JCAHO
oversight and gets you out of the |loop that you don't want
to be in.

This idea that the nore hazardous the materi al
you're dealing with the nore education you need in
science, that's not true. | taught basic radiation

science for years. |It's the sane radiation decay
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equation. It's the sanme internal dosinetry methodol ogy.
It's the same external dosinetry. It's the sanme inverse
scalae. It's the sane shielding calculation. |t takes
the sanme anmount of tinme. Wether you apply it to
mcrocuries, mllicuries, or curies, it's the same basic
science. |It's the exact sane math.

The physician has to know how to conply with
Part 20 standards. And he has to have a certain basic
skill in quantitative radiation science to do that.

FACI LI TATOR CAMERON. Ckay. Carol, could you
just --

DR. MARCUS: That ended it except for one | ast
plea. And | really have to get this in. As we tal k about
the qualifications for physicians, sonme of the physicians
really want to address the qualifications of the
regul ators at NRC because it is very difficult to find
peopl e in NMSS who understand quantitative radiation
physics. And | ask that they be a little careful and nmake
sure that they have people who can scientifically validate
what they want us to do.

FACI LI TATOR CAMERON: Ckay. | want to
facilitate that meeting.

(Laughter.)

FACI LI TATOR CAMERON: Thank you, Carol.
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Cathy, we're ready to nove on into new
t hreshol ds or --

M5. HANEY: Well, can | talk two seconds on
radi ation safety officer? 1'll do two m nutes.

FACI LI TATOR CAMERON:  Ckay.

M5. HANEY: He just gave nme two mnutes. Let
me just say that we did discuss the training for the
radi ati on safety officer. W used the sane approach as
far as alternatives go that we use for the authorized
user. It wouldn't be the sane boards. It wouldn't be the
same amount of training. But it was basically under the
status quo. There's a certain Board certification or the
hours plus a year experience under a radiation safety
of ficer or you' re an authorized user.

As | said earlier in response to Ed Bail ey,
t he aut hori zed user wouldn't automatically grant you RSO
status any | onger under Options 2 through 5 up there.

| think given time constraints, you probably
don't have tinme to go through it all, but, again, the sane
phi | osophi cal approach. W would not |ist Board
certifications any longer in the rule. W would say
you' ve taken a Board certification that neets the B
criteria. B would be the nunber of hours of training and

experi ence.
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The question conmes up again: Can you do it
with just: |s an exam needed? |If you barely take a
radi ati on safety exam is that good enough to be a
radi ation safety officer or should it just be a certain
anount of experience plus an exan?

So these are the alternatives that ['ll lay
out. | think I'Il just go ahead and nobve on in to the
ot her subject area, and you can --

FACI LI TATOR CAMERON: Yes. Wy don't you do
that? And | would ask if people want to talk to Cathy or
Don specifically about this area, do that offline. And I
think that a lot of the things that were said around the
table also will apply to this area, too. So | think that
we can nove on to threshold. Go ahead.

M5. HANEY: (Okay. Threshold of reportable
events. | think the next two subject areas are a little
bit on the controversial side also.

The working group ran into a slight problemon
this particular item and that is what we need to do to
identify precursor events. Precursor events cane up in
the SRMthat we got fromthe Conm ssion.

The first question was: Define what a
precursor event is. W kind of talked about it for a
while. And then we got to the point where it's anything

that you think we ought to know, you tell us.
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(Laughter.)

M5. HANEY: And they said, "Cathy, that won't
go in real |anguage."”

And | said, "You're right."

So we kind of winped out a little bit. And we
said, "Wll, let's talk about what we want, what's
intended by this precursor event." And sone things that
we canme up with were events that woul d have progranmmatic
inplications for radiation safety.

W wanted to identify events, incidents, and
situations which have inplications at that facility or at
other facilities of that type. The objective that we saw
by the SRMdirection to identify precursor events was to
identify information that would be useful to avoid
potentially significant problens and to approve radiation
safety at licensed facilities.

That's as far as we got with defining
precursor events. So if it does end up in the rule, we'll
be back to you asking for help on howto define it in rule
space. So, with that, we canme back to: What options did
we have under reportable events?

The first one was to go status quo plus this
identification of precursors, "status quo" neaning that we
kept the threshold for current m sadm nistration and the

threshold for current recordable events at the sane |evel.
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Option 2 was to raise the reportable to sone
percentage of the AO criteria, recognizing that we have to
report certain events to Congress. And those are defined
as abnormal occurrences. So we woul d pi ck sone percent age
of the AOcriteria and then just raise the recordable
| evel up.

The third option deletes the requirenent for
recordabl e events and al so raises the recordable to this
AO criteria.

The fourth option is a |owering of the
reportable, which, in other words, the current
m sadm nistration criteria, to that of the current
recordable plus its precursor.

And then the fifth alternative we canme up with
was any conbination of 1, 2, 3, or 4, but, rather than a
mandatory -- we covered all bases here -- rather than a
mandatory requirenment to report precursors to us, there
woul d be sone type of voluntary reporting systemthat was
set up.

We presented this to the ACMJ . And they
said, "Cathy, you left out one option.™

And | was |ike, "Ch, no."

So there is an option between 1 and 2 that |
think is worth nentioning at this point. That is that we

woul d keep the current misadm nistration criteria as the
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reportable criteria but the need for recordable be
del et ed.

Now, in the ACMJI's reconmendati on that we
mai ntain the current msadmnistration criteria, there was
a recognition that sonme of those criterias needed to be
changed, for exanple, the dose to the wong sites needed
to be adj usted.

So we acknowl edge that the current
m sadm nistration criteria isn't perfect and would need to
be tweaked a little bit but that as an alternative for
this threshold, that we just keep that m sadm nistration.

Another thing is |I've been using the term
"m sadm nistration,” and Don is probably standi ng behind
nme giving me dirty | ooks.

FACI LI TATOR CAMERON: He i s.

M5. HANEY: Ckay. How did I know that?

FACI LI TATOR CAMERON: You could feel it, huh?

M5. HANEY: |'ve worked for himtoo |ong, |
t hi nk.

W al so had sone direction that we should
consider. |Is "msadmnistration” the correct tern? And

t he say, you know, you can conme up with a better one. So
we had the nane an event contest. For the sake of getting
t hese docunents out, we're referring to it now as a

medi cal event.
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That is not etched in stone, by any neans. So

if you have a better nane, I'mopen to it. But realize by
me using the "msadmnistration"” term | know that's
another dirty word. But it will be changed.

FACI LI TATOR CAMERON: Ckay. And, Cathy, in
the interest of tinme and because this can quickly wap
into, as Don calls it, the next, in other words, do you
need the report? Can you just put that up and go through
there? And we'll cone back and we'll do this discussion
And then we'll be all set.

M5. HANEY: All right. In reporting,
obvi ously we have the requirenent to report to Congress
t he abnormal occurrences. W also have a need to be
reviewi ng events for their generic inplications. But what
this flows into is: At what point do we do patient
notification?

Qur options here were status quo, which was to
notify NRC, notify the referring physician, which would
result in a notification to the patient or responsible
relative unless the referring physician says that it would
be harnful to do so.

This was seen at the tinme when it cane in as
it was consistent with Parts 19 and 20 to tell the
occupati onal worker when they have exceeded a dose |imt.

It was al so seen as consistent with the Privacy Act for
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the right of an individual to know information. And it
al so is consistent with NRC identifying precursor events
as far as the report to NRC goes. But it's also been

vi ewed as an unnecessary intrusion into the

pati ent - physi ci an rel ati onshi p.

So, with that in mnd, we went to: Wat were
the alternatives? The first one was that |icensee was to
notify NRC. This does not nean that the |licensee or the
physician would not tell the patient. It's just the only
thing in rule space would be: Tell us. Any further
notification is up to the physician whether that's done or
not .

And then we go fromthere to the |icensee
notifies NRC and the referring physician. Again, further
notification to the patient is up to the physician. Under
the fourth option, the |icensee would always notify NRC,
woul d al ways tell the referring physician, and woul d
al ways tell the patient or guardi an.

Now, we do recognize that this is definitely
stepping in or could be viewed and probably definitely is
stepping into the patient-physician relationship. But we
put it up there as an option.

Recogni ze that we've now changed the termto
"guardian" from"patient” and "responsible relative."

We're using this term "guardi an” very | oosely right now
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It's meant to be the patient's next of kin, the person who
has nedi cal right of attorney, the |egal guardian.

What it's not neant to be is the fifth cousin
on the brother-in-law s side because we can't find anybody
else to tell. So that may not be the right term but for
the sake of this discussion, we're going to use
"guardi an. "

Now, the fifth option was to notify NRC, the
referring physician, but only tell the patient if based on
nmedi cal judgnent there would be detrinmental effects on the
patient due to the reportable event.

This particular itembrings in some probl enms
because: How are you going to define "detrinenta
effect"? And also over what tinme period? Are we going to
| ook at an effect over the next two weeks? Are we going
to |l ook at an effect over the next two years? So sone of
t hese options carry sonme baggage with them

And they are all -- it's pretty much a tiered
approach there as to how we go. And they are pretty
closely tied to the previous conversation on the reporting
t hr eshol d.

FACI LI TATOR CAMERON: Ckay. Good. Wiy don't
we put up the reporting threshold? And then we'll begin
on this. As Cathy noted, there was a full range of

options, at |least an attenpt to identify a full range of
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options, so that the full range could be considered.
They're not to be considered as proposals or recommended
options fromthe NRC

Wio would |ike to start us off on the
threshol d i ssue? Anybody have any strong feelings? |Is
there an issue here about whether this is really a big
deal or --

M5. ALLEN. This is Cathy Allen, Illinois.

I"'mstill -- I"msorry -- alittle confused
with this precursor event thing. Do you have any nore
i nformati on on exactly how people are supposed to be
tracki ng these?

M5. HANEY: W did not get into any sort of
tracking on these other than to identify that if we truly
got down at a very low | evel of risk associated with this
precursor event, there could be an awful |ot of reports
that we were going to be receiving.

FACI LI TATOR CAMERON:  Don?

DR. COOL: Perhaps it requires a little bit of
el aboration. | can see that a little bit. Don't get so
cl ose to nme, Chinp.

FACI LI TATOR CAMERON: Ah. That's what causes

DR. COOL: That's what causes it.
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The i ssue of precursor events is not a new
issue for the Comm ssion. It didn't get started in
nucl ear nedicine. It sort of cane there from other
pl aces. The whol e i ssue cones about because of the desire
by the agency, particularly |ooking at reactors and then
| ooki ng at other kinds of things, to try and identify
events before sonething big happens, which would allow you
to understand and perhaps correct or provide information
or do other things that would prevent the really difficult
t hi ngs from happeni ng.

Now, nost of the exanples that tend to fly
around the Commi ssion are not nedical exanples, quite
frankly. The one that | remenber all too vividly because
| was heavily involved in it about ten years ago but you
can probably all relate to it, a large processing facility
bulged a U S. 6 cylinder when they overfilled it. They
didn't break it. Nothing happened. They bul ged a
cylinder. And they didn't bother telling anybody about
it.

Al of this came to |light about six nonths
| ater or so, when the other facility down in Okl ahoma bl ew
the cylinder up. They did the exact sane thing except
they got a little nore init. It ruptured. It killed
sonebody, caused a whole | ot of contam nation and

ot herw se
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And that, in fact, was sort of one of the key
itens back about ten years ago, the start of the
Comm ssion on the road to | ooking for itenms which in and
of thenselves are not a great problembut which if
know edge of themis available to the comunity, then
t hi ngs could be taken or things could be watched for that
m ght prevent other activities.

In this particular context, what has been
tal ked about and certainly not nailed down in any sense,
but the reason you've got sonmething |ike perhaps an
Alternative 5is: 1Is there a set of things which if there
were no repercussions associated with them woul d be usef ul
to the industry as a whole in the context of a |earning
type of organization in order to inprove the prograns
activities?

Now, many of them perhaps in this arena were
pretty well-aware of its wong syringes or its incorrect
| abel s or there's a nunber of those human factor types of
issues. But that's, in fact, what the Comm ssion has
asked us to explore, to what extent information of that
type is useful before you get to sonmething which is a
violation or a significant error occurs in order to
prevent those sorts of activities.

And that's why you see trying to find sone

sort of precursor and how you would attenpt to identify it
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is, quite frankly, a very difficult thing. W are | ooking
for any sorts of advice as to how you would capture and to
what extent you would use or what process you would use to
capture it.

Does that help you a little bit, Cathy?

M5. ALLEN: Yes, it does, but it strikes ne
that you already appear to have a nechanismto do that
W t hout putting |language in the rules. You |earn about
m sadm ni strations or events, and you publicize this
information widely. | would think that the regulatory
community and the |icensees are nade aware of root causes
for accidents and things that have happened.

And | know that when we have neetings with our
licensees, we tell themwar stories or give them advice
about things that m ght be a problem And | think there
are organi zations that neet, health physics societies,
medi cal communities, that nmeet, and tal k about problens
and ways that they've resolved them

| guess |I'mnot convinced of the need to have
| anguage in the rule that says, "And if we find sonething
that would be hel pful, we'll tell you."

FACI LI TATOR CAMERON: Does that suggest that
-- there should be status quo wi thout the precursor. |Is

that right?
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M5. ALLEN: R ght. | guess I'd like to see a
1.5 with no nention of precursors.

DR. COOL: Just to finish off that particul ar
di scussion, | think what the Conm ssion really wanted the
staff to at |least explore -- and that's certainly a view
whi ch maybe we should take back to them | think what
they wanted us to explore was: |Is there a way to capture
a set of events before they actually got to
m sadm ni strations, which is where they're being captured
now and bei ng reported now?

FACI LI TATOR CAMERON: Ckay. Steve? And |
hope everybody understands the distinction there. | think
we all do. Steve?

MR. COLLINS: Steve Collins fromlllinois.

To followup a little bit further with
agreenent with Cathy, | see this as two different things.
And | would like to see part of the reportable stuff go
away, as | stated earlier, for the nedical policy
statenent, where that's not really nmessing into the
practice of nedicine and the physician-patient
rel ati onshi p.

But what | would Iike to see is, as health
physicists in radiation safety issues, going back to
sonething that's reportable only to the radiation

regul atory agency. And that would be basically any tine
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you have a screw up and you' re not follow ng your
procedure properly and sonething goes wong, you report to
us and let us evaluate that froma health physics point of
view and not base this strictly on: Did the patient get
too much dose or sonethi ng?

We've got two different things going here that
are all m xed up together, and that causes part of the
pr obl em

FACI LI TATOR CAMERON: Per haps they have two
di fferent objectives or both of them have the sane
objective. | think that you flagged a point for us for
t he workshops. I n other words, the value is not only to
get the agreenent state perspective, but this is sort of
i ke playing off Broadway in a sense for us, a |earning
experience to go in and to nake sure we have the best
wor kshops.

The nedical policy statenent, as you pointed
out, keeps comng up. And it cane up in the training and
experience area before. Maybe what we should do is when
we present sone of these alternatives later on, we should
poi nt out to people what the inplications are of a revised
nmedi cal policy statenent.

At any rate, Aubrey?

MR. GODW N: Whenever you present these, 1'd

suggest you have a package that slides abnormal occurrence
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criteria because |'mnot sure everybody's going to know
that in the community. | think that would be good to have
out to everybody.

Basically I"'mnot too interested in getting a
| ot of m sadm nistration reports unless there's sonme way
that it's exceeding like five remto the individual or
certainly don't want to get all of these reports where
t hey overdose sonebody for one treatnent and they
corrected it over the next two or three treatnents.
just don't see us in that business. That's a nedical
deci si on.

Now, if a doctor believes that there's a
m sadm ni stration such that it went outside sonething,
then 1'd be happy to accept that. But anything | ess than
five remwhere there's exposure, |I'mjust not real sure
|'"d be very interested in it, which would take out just
about everything in diagnostic and a good chunk of your
t herapeutic, particularly where they can correct it out
over total dose considerations.

" m not sure where precursor -- | still want
to understand that.

FACI LI TATOR CAMERON: Ckay. Thanks, Aubrey.

Stuart?

MR. LEVIN. Levin from Pennsyl vani a.
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The precursor sounds to ne like what | would
call a near m ss of a nonconpliance of a regulation, which
means you're in conpliance but you al nost were out of
conpliance. And we get occasional calls from our
regul ated communi ty when sonething |ike that happens, but
they know we're not going to run out and yell and scream
at themand give themcivil penalties and all that good
stuff 1ike other organizations m ght.

Near m sses probably should be recorded. And
sonmehow i nformati on di sseni nated so sonebody el se doesn't
make the m stake, but you shouldn't be punished for doing
a good deed.

FACI LI TATOR CAMERON: | don't know if this is
reflected in our options, but the point that Steve nade
earlier about there may be a reason for knowi ng about this
from anot her standpoi nt other than enforcenent, | nean,
del i nking sone of this from conpliance m ght be very
i mportant.

How about patient notification? Roland?

MR. FLETCHER Well, | guess it can be said
soneti mes bad nenories outweigh enlightened regul atory
changes. The problem you know, | substitute in Maryl and,
where | see licensee to notify. And follow ng | ooking at
all options, I"'mnot sure the one that | fell into is even

up there. And that is |icensee would al ways notify
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Maryl and, the referring physician, and ensure that the
patient is notified, not |icensee notifies the patient.

And the reason that | even bring that up as a
potential option is the fact that we have run into a
situation where we've followed that very procedure.

Li censee notified us. W ensured or at |east got verbal
assurance that the licensee notified the referring
physi ci an and verbal assurance that the patients were
notified where that was possible.

But years later we were called to question for
that very action. And no one could verify that the
patient was actually ever notified. And it's alittle --
you know, I'ma little uneasy with not having that
conpl ete cl osure.

FACI LI TATOR CAMERON. Ckay. Thanks, Rol and.
That additional option will be captured.

Any other comments up here before we go to the
audi ence about threshold or patient notification? Don, do
you have a --

DR. COOL: Roland has brought up an
interesting point. And so |l want to toss it out as a
guestion to the states just because there may wel|l be sone
di fferences between federal |aw and state | aw.

One of the things that our General Counsel's

Ofice is looking into for us right nowis whether or not
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there are, in fact, other federal statutes which, in
essence, would dictate that there be sonme nmechani sm for
the individual to know what the federal governnment knows.

This m ght beconme particularly inportant if
you' ve reached the point where a report was going to be
made to Congress that the individual knows what kind of
information is being circul ated around, being provided to
Congress and ot herw se.

My question to the states is whether there are
simlar sorts of things that you may be aware of within
state statutes with regards to openness of information or
notification of information which is contained in your
system of records.

FACI LI TATOR CAMERON: | might ask Steve. The
way that New York does this is different, and there are
benefits to that.

MR GAVITT: In New York, we have |aws that
protect patient privacy. And when NRC requests reports
fromus regarding m sadm ni strations, we give the basic
information. W do not identify facilities or obviously
t he patients.

FACI LI TATOR CAMERON: Ckay. That's what |I'm
t hi nki ng. Thank you.

Davi d?
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MR, SNELLINGS: Yes. | want to go back to
this threshold and reportability and such, --

FACI LI TATOR CAMERON: Ckay. Good.

MR, SNELLINGS: ~-- if you don't m nd.

FACI LI TATOR CAMERON: No. That's fine.

MR, SNELLINGS: | kind of agree with Aubrey
that | don't think I want to know everything that happens,
you know, all of these small things, but I think it's very
i nportant that the managenent of the facility know t he
goi ngs-on. And this nmay be sonething that their radiation
safety commttee or the oversight conmttee should get
involved with to fix the problem

To me, you know, as you have these recurring
events, -- and they could be precursors -- as you have
these things, that is sonething that the nanagenent of the
facility should definitely get involved in and fix because
they can lead to bigger things.

| kind of go along with Aubrey that there
shoul d be sone |level of notification of the regulatory
agency, as opposed to every snmall thing. W could then if
t he managenent -- and it's reported internally within that
facility, we could then look at it during our regul atory

i nspecti on.
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This kind of conmes as a nodel froma forner
life. You know, nuclear power is very simlar to doing
this kind of thing.

FACI LI TATOR CAMERON: Thank you, David.
That's instructive.

Aar on?

MR, PADGETT: | would just |ike to support
that. Ten years ago at |INPO, we were stressing very, very
strongly the use of precursor events by the managenent in
the facility. And | think the utilities have used those
very well to cut dose and do other things like this.

| have some problemwith themtrying to
capture them and report themup to the regul atory agency
and this kind of thing. But the use of precursors by the
managenment in the facility is an invaluable tool in
i mprovi ng your program

MR. SNELLI NGS: Mbst assuredly. Yes, it is.

FACI LI TATOR CAMERON: And that m ght be -- we
were tal king before about just setting functions or
objectives for radiation safety conmttees. | suppose you
coul d have some sort of a statenent |ike that.

s it too difficult to -- are there too many
paranmeters connected to these options to get a feel for
where all of you stand on this at this point? Probably

need nore information before you could say, "Well, we
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definitely like OQption 2" or "W definitely don't |ike
Option 5," sonething |ike that? Okay. Cathy?

MS. HANEY: How about fromthe standpoint of
let's say we do have to do sonething with precursor events
because that's in the SRMthat we're dealing with right
now. Is there a feeling about whether it should be a
voluntary report or a requirenent for a report to us, the
vol untary versus regulatory requirenent, or, again, is it
too early to ask that question or have | not --

FACI LI TATOR CAMERON: O do we say that it's
fine if the facility knows about the precursor events?
Aaron, do you have any feel on that?

MR. PADGETT: Again, this is just one person's
t houghts, but nmy thoughts are the facility ought to
identify them They ought to show that yes, we have
| ooked at them yes, we have used them when you're there
on inspections. But as far as reporting themup the Iine,
| really don't see a great deal of value in that.

There is sone if there was a mechanismto then
share themw thin the industry. | don't see that
mechanism And so | really right now don't see a | ot of
val ue in that.

MR. SNELLINGS: | think when you start sending
themup the line, you' re going to inhibit the reporting of

them | think that these precursors are small events that
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could lead to sonething bigger. And you want them
reported. Definitely managenent wants themreported so
that they can then | ook at the big picture.

| don't see any reason to report themto you.
| really don't.

M5. HANEY: Yes.

FACI LI TATOR CAMERON: Ckay. Ed, one nore
coment on that before we go to the public. Ed?

MR. BAILEY: Yes. | can think of one exanple.
And | haven't been close enough to it. So people can fil
in. There was a tinme in nuclear nedicine apparently one
of the gallium and sonething el se had very sinilar-col ored
| abel s on them And there were several episodal events
about where sonebody grabbed sonet hing and t hought they
had sonmething el se just by the col or.

Those kind of things |I think got -- | don't
know. Have they been corrected? Sonebody that knows
ought to --

DR MARCUS: Yes.

FACI LI TATOR CAMERON. Ckay. How about Bob
Hal | osay? All right.

MR. HALLOSAY: Hallosay from Massachusetts.

| wanted to address Don Cool's |ast question
since he canme back in the room In our particular state,

the Health Care Quality G oup does address patient
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notification and is sort of the group that foll ows HCFA
requi renents. So you may want to look in the HCFA area.

FACI LI TATOR CAMERON: Ckay. HCFA being Health
Car e?

MR, HALLOSAY: Health Care Financing
Adm ni strati on.

FACI LI TATOR CAMERON: And t hey have
requi renents that deal with patient notification

MR. HALLOSAY: At least in our state |evel,

t hey do that.

FACI LI TATOR CAMERON: Ckay. | nean, that's
anot her option. GCkay. Good. Thanks, Bob.

Going to the medical community, any conments
on either threshold, patient notification? Could one of
you give us sort of a -- yes?

DR. WEXLER: This regards this precursor
business. |I'm Marilyn Wexler, a nmedical physicist here in
Los Angel es.

Most of you regulators don't work in hospitals
and aren't real famliar with a |lot of these prograns that
are ongoi ng that the Joint Comm ssion of Hospital
Accreditation forces these hospitals into.

We have mllions of ways of reporting events.

We have sonmething called CQ, AQU. | nean, we have 30
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different prograns at work for us to docunent problem
areas and ongoi ng audits of potential problem areas.

| would really urge the NRCto really look to
the Joint Comm ssion and see the prograns they have in
pl ace now so that you don't duplicate what's going on. To
think that a hospital is not undertaking a precursor issue
area right nowis crazy. They're |ooking at the stuff al
the time. They're constantly being |ooked at. There are
reanms of paperwork being devel oped on a daily basis for
this kind of stuff.

So | really hate to see the NRC spend ny
noney, your tinme, and additional time on hospitals
duplicating what's already being done. That's on
precursors.

Nunber two, patient notification. This is an
old pet peeve of mne. It's not even a pet peeve. | do a
| ot of nedical mal practice reviews for radiation oncol ogy
problems. M/ husband is a radiation oncologist. There is
no way that -- | work in radiation oncology. There is no
way that | would ever expect to ask a physician to notify
a patient by law or by NRC regul ati ons of sone kind of
event that happened to that patient.

In surgery, the doctor is not required to
notify the patient that he took out the wong kidney even.

That's call ed standards of practice, and it's also called
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tort law. They take care of those issues. They're not
bei ng dictated by sone regul atory agency at the state
| evel or the federal level to notify a patient of
anyt hi ng.

| nmean, | don't see where the NRC gets off
t hi nking that they can force a physician to notify a
patient of any kind of issues.

FACI LI TATOR CAMERON: That's a definite
opi nion. That's good.

(Laughter.)

FACI LI TATOR CAMERON: And | think you've
rai sed an inportant point for us that often when we get to
t hese wor kshops, what we want to knowis: |Is there
sonmet hing nore that we need to know before we go ahead and
regul at e?

The need to know in this case would be the
exi sting structure and systemwi thin the nedical
comunity, within the hospital for reporting events and
precursors. | mean, before we nake any decisions, we may,
as you suggested, need to know that.

Carol ?

DR MARCUS: | think it's anusing that in one
of NRC s recent regul atory gui des, breast-feeding
regulation, it says that you are forced to tell a

br east - f eedi ng not her what woul d happen to her baby if she
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didn't stop breast-feeding. And you have to do this in
witing. And if the answer is that there would be no
effect on the baby at all, you have to do that in witing,
t 0o.

| mean, this is an exanple of the NRC being
medi cally conpletely inappropriate and off the wall. |
find, even in a county hospital, that the JCAHO
requi renents are huge for quality assurance. And
sonetines a mstake here and there is not deened a very
important thing that issues of general quality in
i mprovenent of 9,999 patients and maybe one
m sadm ni stration, it's much nore inportant to inprove the
guality of those 9,999 patients.

So you again have a very narrow vi ew of what
quality really means. And | think that the nmedica
institutions who have a broader view are nuch nore
appropriate and that | believe that the NRC should get
conpletely out of this notification of patients routine.
You have to notify patients because you'll get killed in
court or your risk managenent people will chop you up if
you try to hide things that have gone on.

As far as the threshold reports to the NRC are
concerned, NRC only needs to know certain kinds of things.
Ed nentioned the | abel colors as a problem There was

al so a situation where Maryland Crouts technetium
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generators were sitting outside of the airport in St.
Louis and the colums froze and cracked. And then there
was sone noly | eakage and stuff when people tried to al eut
it.

To alert people that that batch has a probl em
because of that, this is what | consider to be a service
to the public that NRC or an agreenent state group can do.
Everyone now has Wb sites through the internet and fax
machi nes. These facts tend to get known very, very
qui ckly, though.

The first tinme a high-dose brachyt herapy
source broke off inside a patient, the NRC nade a
t remendous propaganda event out of that, but, believe ne,
the entire medical conmunity comuni cated very quickly.
Everybody who had those devi ces understood: nunber one,

t hey can break; nunmber two, that if the device reads that
t he source has been successfully retracted, don't believe
it because the way it works is it goes by length, not by
radi ati on detection, which is what happened in Indiana,
Pennsyl vani a.

So | don't see that any real good is com ng
out of these reportable events to the NRC. | have seen
enbarrassi ng situations where the patient suddenly finds
hi msel f on the evening news, such as the situation that

happened in Tripler, when a nurse breast-fed her baby
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because she didn't tell her doctor she was breast-feeding.
And she had sone 1-131 on board.

It was in the news. It was televised that
night by the NRC. And this poor lady is in Honolulu. She
must feel pretty bad. But to have it all over the
tel evi si on, where everybody knows who it has to be,
think is very bad formand as an exanple of how not to
behave.

So |l would Ilimt the NRC to certain types of
physi cs events or things that everyone ought to know about
because it could help. And propaganda rmaybe is not the
function of the NRC

FACI LI TATOR CAMERON. Ckay. Thank you, Carol.
| think we would probably agree with that, --

(Laughter.)

FACI LI TATOR CAMERON: -- although we often
don't recognize it when we see it or do it, | guess.

| think that we're at an end to this
substantive session at this point. | just want to thank
-- we're not at the end.

DR. VEXLER: Again, Mrilyn Wexler from Los
Angel es.

Ed Bailey at |unch asked me why | was so qui et
because anybody who knows nme knows |I'm not quiet at these

ki nds of neetings. But just as a conment on the general
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format of these kinds of neetings, this is ny first visit
to an NRC open neeting like this. [|I'mhere as a
representative from AAPM because |I'msitting on their
commttee to review the Part 35 revision.

And 1'd Iike to say that one reason | have
been quiet is because | was notified of this through the
internet, not directly but somewhat. And | did not
recei ve an agenda for this neeting. And | found nyself
ill-prepared really to comment on what we were going
t hrough because | wasn't aware of what exactly we were
goi ng to cover.

| al so am aware of the fact that when people
such as yourselves fromthe NRC, who have spent a | ot of
time trying to devel op these proposed changes in Part 35,
| know from nmy personal experience that at this point in
the gane | wouldn't blanme you if you were somewhat
resistant to taking suggestions fromthe audience,
unconsci ously, subconsciously, or even consciously.

| know t hat individuals who have spent 60, 80,
or 100 hours on trying to get sone kind of program
together or changes in a policy are really a little bit
resistant to hearing negative coments about that at this
poi nt .

| think it would have been a | ot nore

productive if we professional organizations would have
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been invol ved and nedi cal organizations in a lot earlier
stage of the gane, not to say that we're not going to
certainly be involved in it now, but | just know from ny
experi ence.

|"ve sat on a mllion commttees. |'ve
devel oped a mllion policies and procedures and prograns.
It's a lot harder to get coments through after the fact
than during the very early devel opnental stages.

FACI LI TATOR CAMERON: Thanks for that,

Marilyn. Hopefully we are trying to do that with the two
wor kshops and all of the material that are on the

internet. 1In fact, the associations have been heavily
involved in that. This was sort of a strange neeting from
t hat respect because it was part of the agreenment states
nmeet i ng.

Thank you for that. | wanted to thank you and
all of the other people fromthe medical conmunity who
canme and thank Carol Marcus for coordinating that.

Don Fl ater?

MR. FLATER: Again, | need to bring up
sonmething to be concerned about. W've been tal king about
hospitals. What about private practice? These thresholds
of reportable events, nobody requires themto report

anyt hing to anybody.
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And so don't just think that we have to dea
Wi th hospitals. W've got to deal with private practice.
We've got to deal with the issue of clinics and sone of
those kinds of things. And with this outpatient care
t hi ng going on, the use of those kinds of institutions may
wel | increase trenendously. So don't forget there's
sonebody besi des hospitals out there.

FACI LI TATOR CAMERON: Ckay. Cathy, you've got
that. Thanks, Don. And | know that this part of the
neeting is adjourned, and I know that you're going to go
into a business neeting of sorts.

(Laughter.)

FACI LI TATOR CAMERON: | asked Bob if | could
just say a few words fromthe facilitation standpoint
before you got into that. And | think you may want to
t ake a break.

| just wanted to say it was a real pleasure
working with all of you again. | apologize that we did
have a little problemrunning on schedule. And |I probably
coul d have been harder with sone of the presenters.
think we got sone good information out. Also | think
suggestions for future agendas, maybe we try to do | ess
and not feel so harried and perhaps have the tine for sone

nore quality discussions.
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But the last thing | want to say is | think
t he taxpayers fromyour states should be really proud
because you're a dedicated group to sit through all of the
presentations. You were there. You were interested. You
were comrenting. | was really inpressed by all of that.
And | just wanted to | eave you with that.

Thanks.

(Wher eupon, the foregoing matter was concl uded

at 3:00 p.m)
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