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P-R-OCEEDI-NGS
(8:39 a.m)

MEMBER HANEY: Good morning, |I'd like to star
the neeting, if possible, and we'll go on the record at t
poi nt .

Good norning, |adies and gentlenmen. | ample
to wel conme you to Rockville, Maryland to the NRC Headquar
for this public neeting of our Advisory Commttee on the
Medi cal Uses of Isotopes. MW nane is Cathy Haney. 1|'mt
Section Leader for the Medical and Academ c Section of th
I ndustrial Medical and Commercial Branch, Division of
I ndustrial and Nuclear Medicine Safety. | wll serve as
desi gnat ed federal official for the Advisory Commttee fo
this nmeeting. Typically, Larry Canper is the designated
federal official, but due to a death in his famly he w |l
be able to be here for the neeting.

This nmeeting is an announced neeting of the
Advi sory Committee. |It's being held in accordance with t
rul es and regul ati ons of the Federal Advisory Commttee A
and the Nucl ear Regul atory Conm ssion. The neeting was

announced in the Federal Register on Septenber 5, 1997.

notice stated that the neeting would begin at 8:30 a.m W

cl osed session from8 a.m to 8:30 for an ethics briefing.

The function of the Advisory Conmittee is to

hi s

nsed

ters

he

e

t he

=

not

he

ct

That
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advise the NRC staff on issues and questions that arise @
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medi cal use of byproduct material. The Comm ttee provids
counsel to the staff, but does not determine or direct th
actual decisions of the staff or the Comm ssion.

The NRC solicits the opinions of the Council
t he Council values the opinions of this Conmttee very mj
The staff requests that the Comm ttee, whenever possible,
reach a consensus on the various issues that will be disg
today or in any of the ACMJI neetings, but also val ues st
m nority or dissenting opinions.

| ask that if you could, please clearly
articul ate those dissenting opinions as we discuss the
specific agenda itens.

As part of the preparation for the nmeeting, |
have revi ewed the agenda for the nenbers and enpl oynent
interests. | have not identified any conflicts based upg
very general nature of the discussion that we are going t
have today. Therefore, | see no need for any individual
menmber of the Commttee to recuse thenselves fromthis
di scussion. However, if during the course of our busines
determ ne that you have some conflict, please state that
the record and recuse yourself fromthat particul ar aspeg
t he di scussi on.

| would like to take this opportunity for the

record to introduce the Commttee Menbers that are with d

S

e

and

ch.

ussed

at ed

n the

o

S you

for

today. We'll be starting down at ny far left: Dr. Jeffr
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Wl lianmson who is a nedical physicist representative
specializing in radiation therapy; to his right is M. Th
Wal l cup who is a Certified Medical Dosinetrist; Dr. Lou
Wagner, representing Medical Physics, specializing in Nug
Medi ci ne; Dr. dennis Swanson, Radi opharmacist, representi
t he radi opharmaceutical concerns; M. Ruth MBurney, a St
Regul at or representing the various state regul ator
perspectives; Ms. MBurney is sitting here today as an in
guest since that slot has not been filled yet. To her ri
is Dr. WIIl Nelp, Nuclear Medicine physician representing
research and Dr. Judith Stitt, who is Chairman of the
Comm ttee.

Now goi ng on to ny right, Dr. Andrew Kang,
representing the Food and Drug Adm nistration; M. John
Graham representing Health Care Managenent perspectives;
Dani el Flynn who is a Radiation Therapist; Dr. Mnual
Cerqueira, Cardiologist, representing the Cardi ol ogy
perspective; Dr. Naom Al azraki, Nuclear Medicine Physici
representing Nucl ear Medicine perspective; and Ms. Cathy
Ri baudo representing Radi ati on Safety concerns froma
Radi ati on Safety O fice of a |large institution.

Al so tomorrow we will have joining us a M. J
Ander son who is a Chapter Chairman of Us Too. He's a carn

survivor support group representing patient rights who i§g

eresa

| ear

ng

ate

vited

ght

Dr .

an,

AME S
cer

not

here today. He should be here tonorrow after noon.
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Wth that introduction I'll go into two
adm ni strative itens for the nenmbers of the public that a
not famliar with the building. To ny rear, you'll find
hal |l way. At the end of the hallway to the left and right
the rest roons. On the first floor of this building, thse
a cafeteria where you can get coffee and they al so serve
in those | ocations.

One nore introduction, at this point we do ha
new staff person that is handling the Advisory Committee

me and that's Pat Vacherlon. You' ve seen here working ar

here this nmorning. She'll be sitting at that back table |

case you need anything of an adm nistrative nature with
regards to you conmng into this neeting.

Dr. Stitt?

CHAI RMAN STITT: Yes, could you tell me who
voting and who is not voting? Naom is not --

MEMBER HANEY: Right, Cathy is not. Naom is
not. Manuel is not and Ruth MBurney.

CHAI RMAN STITT: So they can participate in a
di scussi ons?

MEMBER HANEY: Correct, right. As far as, we
have nom nations for those positions. After this neetind
finished, that will be our next priority to fill those sl

We have a very formal process that we must go through in

for

ound

192}

do

ots.

order
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to get the different nom nees revi ewed and approved. So

hope to have those individuals seated by the next neetind.

CHAI RMAN STITT: All right, you all know Judy
rules. You don't speak unless you're spoken to. And
everybody gets a chance. | try to scan the crowd and any
has their hand up -- Don Cool ?

MR. COOL: Okay, now | echo. | don't |ike
echoing so I wll talk softly. And I did not bring any
sticks. | am pleased to be here today with you and to wg
you to this particular neeting of the Commttee.

Over the | ast several neetings the |ast year
two, each tinme I have conme up here | have tal ked about tHh
fact that we are enmbarking on a process, first it was we
goi ng to enbark upon a process fairly soon, then, we bel
we are enbarking on a process. Last time we were here ws
pretty much enmbarked on the process where the Commi ssion
told us to nove forward with the revision on Part 35. At
point we were in the process of providing the Comm ssion
detail ed schedul es and plans and we did so. In fact, twg
Comm ssi on papers went forward to the Conm ssion. | beli
you have seen copies of those which provided the outline
the staff process that was proposed. The Comm ssion camng
to us and nmade several things very clear. Probably, one

the nost inportant for all of us is that in no uncertain

body

| come

e
are
eve
have
had
t hat

wi t h

eve
and

back
of

terns
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thou shalt have a final rule in June of 1999, now |l ess tNh
two years away.

They approved a process which continued to ha
sone measures of public involvenent and input to the desi
and activities and sent us off to nove forward and to do
I won't add any other nodifiers to that particular thing.
that's basically where we are now in this process.

When t he Conm ssion approved the plans for th
revision of Part 35, we immediately undertook sonme steps
try and nove the process forward as rapidly as we coul d.
Pul | ed together a nunber of folks within NRC, both folks
within ny staff here and Headquarters and fol ks who are
regional office, in particular Region 1, to help us draft
initial possibilities of rule |language in the various npd
areas. W' ve talked a nunber of tinmes about | ooking to g
this rule could be noved yet a little bit farther down th
line of a nodality-based approach as one possi bl e nmet hodg
for dealing with sonme of the issues associated wth nmakin
a rule which could be nore performance-based, nore risk
i nformed and sonet hing which could be nore easily nodifisg
deal with emerging nodalities issues techniques as they ©
al ong.

That writing group prepared sone initial draf

materials. We tried to assenble the things that had cone

an

gn
good.

So

(1)

n our
sone

ality

ee if

e

| ogy

g it

dto

ane

of that, some of the issues and ended up focusing on | thi
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it's five or six significant issues which we have now
devel oped a set of alternatives to. Those are the docune
whi ch you have in front of you and forned the key pieces
the majority of the agenda that you have in front of you
today. Wth this neeting today, those docunents are bein
made publicly available. They will formthe baseline for
three additional neetings to cone up over the next siXx, §
weeks or so, that being the neeting of the Organi zation @
Agreenment States. That session will be on Saturday, Octdg
17th, 18th. Two weeks after that there will be a facilit
public nmeeting which will be held in Phil adel phia of two
hal f days' duration. Approximtely two weeks after that
t he second week of Novenber, there will be a second
facilitated public nmeeting which will be held in Chicago,

I1linois.

Chi p Caneron who a nunmber of you may know who| i

our special counsel for public |liaison and one of the wor
snmoot hest individuals when it cones to dealing with peopl
going to be doing the convening and the facilitating for
two neetings. He's also been tapped to do all of the

facilitating associated with the Organi zati on of Agreenern
States neeting and so we're going to be keeping himrathe
busy.

The alternatives, of course, don't deal with

nts

of

g

even

f the

ber

at ed

and a

every single aspect of the rule. There are a nunmber of @
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things which go on in the rule and the staff is continuin
| ook at those issues and we'll be starting to try and dr4g
sone approaches to deal with those as we nove forward in
devel opnent process.

At this point, what we expect in schedule is
roughly the follow ng, that followi ng the public neetings
once we get past about the m ddle of Novenber, then the s
w |l be getting back together and we'l|l be devel oping a
proposed rule text. That will be done on the basis of tNh
I nput that we have received in this neeting, fromyou fol
fromthe states and the Agreenent State nmeeting and from
public, the community at large in the two facilitative
neetings, at least in those areas dealing with those
particular alternatives. That draft will be available fqg
scrutiny as it's in the devel opnent process. There wll
be a formal published version which is out for a little n
comment period or sonething |ike that, but rather an al ng
continually devel opnental cycle where pieces that are
avai | abl e can be scrutinized over a period of tine.

We are going to be attenpting to draft in
parallel with putting that rule together a series of the
gui dance docunents that would go along with that draft.
you are acutely and probably chronically aware, what you

about how to inmplenent the rule and what it takes in tern

gto

t he

taff

e
ks,

t he

not
ini -

st

As
say
B oOf

of

i cense application, inspections, even enforcenment sorts
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areas becone critical in the overall perception of the ruy
and how it plays out. So our plan is to attenpt to provi
the Comm ssion the set of guidance docunents which woul d
along with this particular rule. Now |I'm not sure exactl
what the form and substance, if you started to pile them
w || take because a nunmber of the things just as in the r
will be very, very simlar.

For those of you who are not famliar with th
ki nd of nodel and process that we have been using in othsg
areas within ny program the Materials Regul ation area, Vv
have been nmoving in a direction of trying to have a
consol i dated gui dance docunent. It's the NUREG 1556 seri
Ruth is smling. Sonme of her fol ks have hel ped us with t
where in one place we attenpt to have all of the informat
necessary to apply for and be a licensee in a particular
arena. |'ve sort of nicknamed it the Ragu series. You
renmenber the ad, all that good stuff that's in there? Sg
all condensed in one place. That is the idea that we're
trying to pursue with these, that there would be a series
docunments when they were brought to full maturity which v
have all of the things necessary for dealing with a parti
area within the part 35, just as there is one that deals
radi ography which has just been published for coment:

reportabl e gauges, fixed gauges, well |ogging, and on and

de to
go

y
t hat

ul e

(1)

=

e

es.
hese,

i on

of
oul d
cul ar

wi t h

on.

You could go through the various overall processes.
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There will be a total draft for at |east one
t hose and then |likely the nore program specific aspects
you woul d substitute in to deal with the other particul ar
nodal ities when we go to the Commi ssion which needs to bsg
the May time frame of 1998. Presum ng the Conm ssion noV
relatively rapidly, we would expect then the proposed rul
This is the official proposed rule, the formal public con
period as required under the Adm nistrative Procedures Ag
during the summer of next year. The exact tim ng on that
obvi ously dependent upon exactly when the Conm ssion conp
its deliberations, give the staff approval to publish thsg
rul e.

We are in hopes to hold at |east a couple of
public nmeetings during that comrent period, again to
facilitate the comment and di scussion process associ at ed
that rule and then go back through the devel opnment proces
once nore so that by the May tinme frame begi nning of June
1999 we can take the final rule to the Conm ssion.

We woul d expect that this Commttee would nee
nmeet again next spring in order to have an opportunity tg
at the proposed rule and the gui dance docunent as part of
review process on its way to the Comm ssion. And then fr
there, I"mnot exactly sure how we woul d sequence in part

t he advice you m ght be able to give us. It's exactly wh

es

e.

ment

—

| et es

Wi th

S

of

d to

| ook

t he

om

of

at
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ot her points within the process you believe the Commttee
could be particularly useful in that devel opnment cycle.
We're pleased that we get to have you be the
first ones to | ook at the options. The options are not U
necessarily for |arge whol esale editions to the process.

Hopefully, you'll find that there's a relatively broad r§g

nge

of views in here. Rat her now we need to nove on and do what

the next stage is which is to say all right here is this
of options. There are certainly sone pros and cons. Yol
agree or disagree with the pros and cons. That's good.
we need to do now, what | would like for the Commttee tdg
and do with these is to | ook at and focus on what are you
particul ar recommendati ons within that range of options f
way in which to proceed? Wiy is it that this particular
option or sonme conbination of the options, that's certain
possibility, is the one that you prefer and why, as well 7
are the ones which you do not prefer not preferred? What
your particular rationales to support the nonsel ection as
as the selection because all of that information becones
critical to us as we develop the statenment of considerati
and try to put together the proposal.

The staff will have the nmeeting m nutes of th
nmeeting avail able as a docunent for the public neetings.

not expect that we will here today or tonorrow specifica

agree or disagree as a staff on a certain direction to ta
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We need to see what all of the inputs are through the pul
nmeeting process and otherwi se. Your input is one of the
val uabl e key inputs to us in determning the way that we
proceed when we start to draft a single rule come the md
of Novenber type of tinme frame. But | would ask that you
us as clear and specific advice associated with a directi
proceed and a rationale for how to proceed in each one of
t hese options areas.

| will remind you, |I'm al nost done, | wll re
you that the Conm ssion gave us a fair anmount of very exp
direction in giving us the approval direction to proceed
forward with the rule. If that staff requirenments menor3g
from March is not avail able, we probably need to nake sur
that -- it is available, good.

They ask us to | ook at a nunber of things. Y
will find that the areas where there are alternatives and
i ssues for you to discuss match that very closely. There
a couple which were not included in that staff requiremnmen
menor andum | i st which we also believe are very critical.
have come up time and again. You have needed to deal wit
themtinme and again. That, in particular, is the area of
trai ni ng and experience which will not addressed in a st3
requi rements nmenorandum has been an issue that you as a

have westled with a few tinmes in the past and which has

iC

wi | |

dl e

gi ve

on to

m nd

licit

ndum

e

group

we' ve

al ready been very clear in sone of the interactions that
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had at some of the professional society neetings, has a
range of viewpoints within the conmmunity. We have met w
nunmber of professional societies already. W have a nung
ot her presentations and di scussions schedul ed and in fact
fly tonorrow afternoon to talk to the American Associatidg
Clinical Endocrinologists. W wll be down to ASTRO in
Ol ando and a number of the other neetings throughout thi
fall. Again, as additional opportunities for people to
provide us with their inputs and thoughts in this partic(
process.
Wth that, | will entertain any questions. Y
have a very busy schedule. You've only got two days to d

this. In fact, you have in addition to that sone things

i de

er of

S

ar

DU

o

whi ch

| think you're going to take on very early this norning which

is the fate and role of this Commttee in terns of its
continued role and interaction. That's one of the things
the Comm ssion al so asked the Conmttee and it's the firs
time | think the Conm ssion had ever addressed a staff

requi rement menorandumto the Chairman of the ACMJI to pr
sone advise as to how you would continue to play in the
medi cal community and arena, both as we proceed through t
rul e maki ng where there's, | certainly see a very val uab
key role, and once that rule is devel oped, exactly where

role is in the on-going process of the next generation.

t hat

—

ovi de
hol e
hi s

e and

your
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Wth that, Dr. Stitt, 1'd be glad to try and

answer sonme quest i ons.

CHAI RMAN STITT: Maybe we were a little harshji

our nmeeting with the Conm ssioners in May. They're wanti

to reeval uate oursel ves.

Actual ly, | had two specific questions for yo
Don. One is in view of what we're currently doing, what
staff is doing, will we -- is there a need for us to neet
t he Comm ssioners in the spring, as we comonly do? | thi
we're still licking our wounds fromthe | ast session. |
my guess i s right now unl ess sonet hing changes, probably

MR. COOL: I'mgoing to say the classic answe
little too early to tell. | think in terms of the need t

support the process, it's going to be critical for this
Commttee to neet relatively early in the spring in order
be able to | ook at the draft and provide us advice.

Certainly, at that point an opportunity would not be a

reasonable time for you to be nmeeting with the Conm ssi on.

However, | could easily imagine that the Conm ssion woul d
to hear fromthe Comm ttee, perhaps during the deliberati
when t he paper has gone forward to see if you have any
specific views.

So it may be that they will wish to neet with

in the May-June tinme frame, when the paper has gone forwa

ng us

to

want

on

you

rd.

| expect that the staff will certainly have a briefing tg
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brief the Comm ssion. They may wi sh for you or several @
nmembers to be avail able and have a part of that presentat
and di scussion, just as a guess.

CHAI RMAN STITT: Anot her specific question, i
readi ng through this, there's a trenmendous anount of worK
that's been done. Things are lined up with a variety of
options. Each is discussed. W comonly try to reach
consensus and then we have sonething that goes in the mn
We have dissenting comments that go in the mnutes. Are
| ooking for that fromus or nore of a discussion with son
sort of waiting towards one option or another or -- | kng
Commi ttee can get just boggled down in m ndless detail,
dependi ng on which side of the roomI|'m]| ooking at.

What's going to be nost hel pful? Cbviously,

have to see how this group is working today, but | nmean v
really -- renmenber last time when we were tal king about t
words? | keep | ooking at you, don't I, M. G aham

Do you want us to conme up with a consensus vo
on each of these options? | nean not each of the options
each topic?

MR. COOL: To the extent that you can give us
consensus view with regard to a particular option or sone
conmbi nati on of the options that you regard as the best

approach that you would recommend for the staff to consid

f the

on

ut es.

you

e

but

er,

t hat woul d be very hel pful to us.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

37

What we have proposed to do in our public
neetings and | will offer to you to consider whether or n
m ght assi st you in going through these, what we have prg
to do for the public neetings is to start out at a rel ati
high level with the options and the pros and cons concept
with those and as those groups perhaps tended towards an
option or to then to have the neeting focus nore and nore
the particular details within that options and where the
points are within the process, as a way of trying to not
t hrough the endl ess detail on every single one of the opt

We have played that ganme internally in the st
mar chi ng through in rather detailed | ockstep with each of
options and each of the pros and cons and the | anguage of
options and |l et me assure you that if you try to do that,
wll still be here on Sunday.

CHAI RMAN STI TT: Everybody got that? All rig
comrents for M. Cool ?

MEMBER NELP: Haven't you al so, besides the
al ternative, you have made a suggested change according t
what your considerations at this point, haven't you? Lik
say, here's a suggested rule.

MR. COOL: We have not a single suggestion.
you do have is sonme possible text that would match up w't

each of those alternatives, but you will find suggestiong

ot it
posed
vely

ual l'y

upon
rub
sl og
I ons.
af f

t he

t he

you

o

e you

What

t hat

could, that would go along with each of the alternatives
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particul ar issue. The staff does not have a single sugge
text at this point, very deliberately and carefully.

MEMBER HANEY: Let ne just add to it, when we
devel oped the suggested text, even the group recognizes t
we woul d do further refinements in that text if that opti
were chosen because sonme of the text is still very
prescriptive and there would be ways in the fine details
that could be nade a little bit nore performance oriented
t he goal was just to give you an idea of what the rule t¢g
woul d 1 ook like if this was the preferred option.

MEMBER NELP: |s that your preference as staf
people? 1s that what you think would be good to serve ydg
pur pose or did you just put down sonething that would be
could read? | presune that's your consensus of what you'
i ke to see happen and change?

MEMBER HANEY: No, not really because we

devel oped rule text for each alternative and we nodified |i

It was nore just something putting out there as a startin
poi nt of sonmeone to think about.

MEMBER NELP: Thank you.

MR. COOL: We have placed the rock on the tab
We have not attenpted to facet and polish it by any stret
the imagination. So there is a |ot of refinenment that wg

need to be done. If this group noves relatively quickly

st ed

hat

on

t hat

, but

xt

ur

3

d

g

ch of

ul d

towards a consensus on a particular option, and thereforg
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could provide us within your tinme frame sonme suggestions
specifics on that wording that supports it, that would beg
very, very useful. | know that there were --

CHAI RMAN STITT: Dan, you had a comment ?

MEMBER FLYNN: Yes, |'m going one step ahead
this though al so because the tine is going to be short by
time it gets to next spring. Once you go through these
alternatives for Radiation Safety Commttee, for Quality
Managenment Rul e, Patient Notification, Training and
Experience, these are the difficult -- and a | ot of debat
will occur. But when you get into actually witing the f
draft of the staff draft of 535, | strongly urge you, if
possi ble, if you could approach it like in a nodular forn
You may be doing this already, brachytherapy, teletherapy
nucl ear nmedi cine and while you're doing these nodul ar segc
|'i ke brachytherapy, be working on a draft for the Reg. &
at the sanme tine. The reason why i s because when you
at the regulation and then you | ook at the Reg. Cuide
sonetimes when you try to wite the details in a Reg. Cui
to how you nmeet the regulation, you see that there's a
confusion. You only notice that when you're trying to |Ig
the Reg. Guide. | nmean | can give you an exanple like in
brachyt herapy, after inplanting the sources, usually maksg

survey and nake a record of each survey. Well, do you kg

and

t he

e

i rst

tions

i de

ook

de as

ok at

for

ep

the record or is the record going to be audible? Are you
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going to post it on the patient's door? Do you |leave it
the isotope lab after you're all done. | nean when you §
to wite a draft Reg. Guide as to how you m ght neet the
regul ation, you nay cone up with some confusing areas or
m sinterpretation of how someone m ght msinterpret the
regul ati on when they cone up with their own radiation saf
program if they choose not to use the Reg. Cuide, but w

their own safety program of policies and procedures in or

to neet the regulation. 1In other words, if you can work

bot h because then when you have this final rule in June @
1999, you're going to have to cone up with Reg. Guides rg
fast, at least if there's another -- if another year goes
by the time you have the Reg. Guides witten, it nakes tNh
I mpl ementation of the new part 35 very difficult in July
1999.

It would be nice if the Reg. CGuides are conpl
in June of 1999 also. That's ny point.

MR. COOL: | agree with you conpletely. The
staff plans to have the Reg. Guides with the final rule 3§
fact, the drafts with the proposed rule for 1998 and 1999
that when we publish the rule, the guidance docunents th§g
along with it are there with it sinultaneously. W do ng
want to have the scenario you just suggested where it's 3§

or nore | ater before anyone figures out how they actually

tart

sone

ety

ite

der

e

of

ot ed

nd in

such

year

have

to get there from here.
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CHAI RMAN STI TT:  Denni s?

MEMBER SWANSON: W | the guidance docunents

include in addition to Reg. Guides inspection guidance an
will we have a chance to see that?
MR. COOL: | believe that we will try to do t

The i nspection guidance mght be a little bit farther behi

al though in ny ideal world they would all be together.

We just have to see physically how nuch tinme

there is. |'lIl be very frank with you, the rule is first|.

The |icensing guidance that goes along with it is second

t he i nspection guidance that cones along with it is third.

And ideally, 1, 2 and 3 all end up together.

CHAI RMAN STITT: All right, we're pushing 10
m nutes behind, so I'"mgoing to go ahead and ask Cathy tdg
a presentation. Thank you, Don.

MEMBER HANEY: | believe in the [ast neeting
had been to we had been given status on what we had done
previ ous recomendati ons that we had seen in July. So tNh
what |'m here to do now.

Fromthe | ast nmeeting there were three
recommendations. The first dealt with a reconmmended revi
to the nmedical policy statenment. You had proposed cert ai
words to us. Those exact words are in your book if you I

under the tab, but I'mnot going to go through those righ

d

and

make

e
t he

at

si on

n

ook

—

now.
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What they did with that recomendati on was to
i ncorporate it as one of the alternatives for revision tg
medi cal policy statement. The work considered that item
it became an alternative 2 in the package. W have a spsg
section on just revisions to the nedical --

(M crophone was turned on.)

There's a specific section of today's neeting
dealing with the medical policy section, so I'll just end
di scussion right now and | et Diane pick up that when she
starts addressing that particular item

The second reconmmendati on was that the -- we
woul d continue the current regul atory approach for part 3
If you renmenber fromthe | ast meeting, advanced notice of
proposed rul emaki ng was i ssued. We received public come
on the ANPR and sone questions that were posed in it. W
through with the Conm ttee what the public comments were.
Since that tinme period staff has | ooked at part 33 and is
t he process of preparing a Conm ssion paper which woul d,
basi cally our nmechanismfor getting information back to t
Comm ssion. One of the things that's being considered in
paper is to request that we not go forward with the rul en
on part 33, that we address sone of the concerns that got
to the point of the ANPR. W discuss that in guidance spg

I n that Conm ssion paper, we would forward th

t he
and

ci al

t hat

3.

nts

went

he
t hat
ki ng
us

ace.

D

ACMUJI recommendati on so the Conm ssion woul dn't know wher
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stood on this. At the next neeting, |I'll go ahead and cgnm t

to giving you a further update on where the 33 packages r
but that one will be noving al ong.

The | ast one had to deal with naking

i ght,

nodi fications to the quality managenment inspection procedures.

Qur focus obviously the | ast couple of nonths has been w

part 35 and getting these alternatives kicked off and thsg

rul emaki ng ki cked off. No action has been done at this point

on making nodifications to the inspection procedures so

therefore I'll give you an update next time that we are here

on that.

Does anyone have any specific questions? 1|
happy to go into nore depth if you'd like?

CHAI RVAN STI TT: Denni s?

MEMBER SWANSON: One thing that's m ssing on
agenda, you might address it now was we had expressed son
concerns about the Reg. Guide for the Patient Rel ease Rul
In fact, we were asked to give coment on that and 1'd |
know what the status of those comments are.

MEMBER HANEY: Could you be nore specific? T
nature of the comments?

MEMBER SWANSON: There were actually when the
Reg. Guide canme out on the release rule there | think thg

they tended to be very prescriptive in nature and we poin

be

e

e.

ke to

—+

ted

out that there were many comments in the Reg. Guide that
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basically rendered the rule nuch nore prescriptive than t
rule was originally intended.

MEMBER HANEY: Those were comments on the dra
gui de?

MEMBER SWANSON: Ri ght .

MEMBER HANEY: Okay, the final guide was issu
| believe it was in the March time franme. There were
significant revisions, changes to it fromthe draft gui deg
went out. It did allowthe licensees the option of using
was in the Reg. Guide or comng up with their own procedy
and that was witten into the Reg. Guide that they had th

flexibility, where I think in the draft version that was

as stated as explicitly as it is nowin the final version.

haven't addressed your concern conpletely, | don't think.
MEMBER SWANSON: No. | did express several
concerns and |'ve never seen any response fromthe NRC
regardi ng any of those concerns that we were asked to prg
MEMBER HANEY: It was the neeting before |ast
wasn't it?
MEMBER SWANSON:  No, | think it was the neeti

before the neeting with the Comm ssioner

CHAI RMAN STITT: Naom, were you part of that
DR. ALAZRAKI : No, | think that was -- | thin
what Dennis is tal king about, | was not at that discussig

he

t hat

what

res

e

not

vi de.

~NJ

n.
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MEMBER HANEY: Can | give you an update tonor
norning? WIIl you give nme until tomorrow to do a little
of quick research?

MEMBER SWANSON:  Sure.

CHAI RMAN STITT: There's a nenber of the publ
in the back.

MEMBER HANEY: | was going to introduce Barry
when we got to the part 35, but let nme go ahead and tell
Barry is working as a consultant to the working group so
here today as equivalent to a staff nmenber, adding us wt
providing us with guidance. So | give your introduction

MR. SIEGEL: This may not sound |like a staff
comment. | think a specific issue that relates to this
regul atory guide, relates to the fact that the regul atory
gui de that was reviewed by the Commttee had a two conpar
nodel to evaluate |1-131 elimnation and retention and the
Gui de that was finally published included an ersatz threg
conpartnent nodel in which it was assunmed that sonme 20 pe
of the radioactive iodine was essentially not elimnated
during the first eight hours or 80 percent was not elimn
during the first eight hours and there's really no bi ol og
basis. In fact, for that kind of an assunption it just
doesn't make sense and it was unclear how that alteration

anong a few others crept into the Reg. Guide after it had

oW

bi t

you,

he is

now.

t ment

Reg.

rcent

at ed

i cal

seen

public coment.
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CHAI RMAN STITT: So that is what the Conmtte
asking for a response to, is that correct? Were did tha
come from since we'd never seen it.

MEMBER SWANSON: | think some of the other ar
that crept in the final Reg. Guide that we didn't see wer
specific tie downs as to occupancy factors or contact fag
etcetera that you had to include in your cal cul ati ons and
said, it all of a sudden became very prescriptive in how
address patient rel ease.

MEMBER HANEY: All right, well, et me see wh
information | can get and maybe if time pernmits tonorrow
nmorni ng we can take a couple of mnutes and I'll have a |
bit nmore for you by then.

MEMBER SWANSON: The AMCUI was specifically a
to provide comments on that and it's a variety.

MEMBER HANEY: All right.

CHAI RMAN STITT: Okay, you want to go on?

MEMBER HANEY: Yes, let me do that. 1'mgoin
step now into the evaluation of the Conmttee nenbership
the Commttee. These docunents are in the SRVMs that |'m
to reference are in your package. There's a tab there.
don't think I'"'mgoing to be doing it in the order that it
behind the tab. |'m doing the easier ones first.

"Il give you the opportunity to find it. |If

[{2)
(2]

e
tors,
as |

we

At

ittle

sked

g to
and

goi ng

we're referencing SECY 97-143, in that package, we went -
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t he Comm ssion paper, we asked that certain nenmbers of A(Q
be reappointed. The Comm ssion cane back and said yes, (
ahead, we agree with you. You can reappoint those
i ndi vidual s, but then they added a few extra itens and tNh
are the itenms that | just wanted to bring to your attenti
now.

One is that they asked on future reappoi ntnmen
that we add into the Comm ssion paper a brief perfornmancs
eval uati on of that individual. They also asked that we a
anple lead time for the Comm ssion to make reappoi nt ment
decisions. In other words, they didn't want us turning
and asking them we need to know week whether this person
be reappointed or not.

They ask that we consider the appointment of
radi ation safety officer with health physics experience 3
next earliest opportunity. The next earliest opportunity
when we go out to solicit nomnations for future position
t hat woul d be openi ng because we need to do that by a Fed
Regi ster notice. But they also asked that in the interin
period that for the purpose of discussions on part 35 thdg
ask sonmeone with that type of experience to attend the
neeting. Because of this particular item we contacted t
Heal t h Physics Society, asked if they could have soneone

attend the neting this tine and that's why we have an add

MU

o

ose

on

| | ow

t the

t we

he

ed

member here today as an invited guest.
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We did it rather short notice for the Health
Physics Society. Unless | hear an objection what we will
I's probably send a letter to the Health Physics Society a
themif they can appoint someone that would be just act 3§
invited guest to this Commttee until we have a formal, U
we formally eval uate whether a radiation safety officer s
be seated on the Comm ttee.

The next thing in that SRM was that they aske
after part 35 is conpleted that we evaluate the conpositi
the ACMUI and what they're |looking for there is to detern
i f changes are needed to neet the needs of the Agency as
i npl enment the revised rule and the nedical use program
particul ar action for us, we have got due dates associ at g
with everything. 1It's not due until the Year 2000. So t
is sonething that is further on down the |line, but | just
wanted to bring it to your attention so that as we go thr
this process the next two years, that it's sonething that
are consi deri ng.

Any questions on that particular itenf

(Pause.)

The next one 1'd like to discuss is 96028.

Again, it has somewhat the same thought in it, |ooking at

eval uation of the ACMJl and their particular role. 1In thi

document we were instructed to reexam ne the role of AMCU

do
ski ng
s the
ntil

houl d

|j®N

on of
1 ne
we
That
d

hat

ough

you

t he

following the determ nation of where we would go with theg
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mat erials medical program This is what was the DSI-7 wh
we got to at the |last neeting.

W will need to go back to the Conm ssion, ag
via a Commi ssion paper with statements regarding the rol€g
at this point, the docunent is due back to the Comm ssi on
Decenber of this year. The due date was 180 days after W
received their decision on the DSI-7.

One of -- what 1'd like to put on the table r
now i s does the ACMU have any prelimnary thoughts on wh
you would like to see going into this paper as well as i§g
timng correct, given the previous SRMthat really al nost
the next SRMthat 1'lIl discuss that really have put you 3§
very key organization in review ng al ong how we're doi ng
35.

So the question is is the timng right for th

Woul d you like us to make any statenments regarding the ti

ere

ai n

and

/e

ght
at

t he
and
s a

part

s?

m ng

and then as swell as what would you like in the paper? Wde

open.
CHAI RVAN STITT: | think you've got us
overwhel med here. Does the Conmmttee have any comments.
think our mnds are sort of geared up to starting with al
t hese options.
MEMBER HANEY: We just wanted to throw you of

little bit.

CHAI RMAN STITT: | see.
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MEMBER HANEY: And if -- | know this is kind
catching you off guard with this. It's something we can
handl e in the next couple of nonths if you'd rather not
di scuss it right now, that's okay. |'m/|l ooking, actually

probably nmy key thing, do you see the timng as correct t
exam ning the role of the ACMJ

CHAI RMAN STITT: The timng -- you're suppose
send sonet hing back in 180 days you sai d?

MEMBER HANEY: Right, which the 180 days is
Decenber of this year.

CHAI RMAN STI TT:  Naom ?

DR. ALAZRAKI: | guess the question relates t
the fact that until the regs are conpleted you really don
know what the involvenment of NRC is going to be in any of
t hese prograns and therefore what's the role of ACMJI, hg
we say what the role is until we know what the regs are.

All my initial reaction to that is as |long as
there is any rol e whatsoever of the Nuclear Regul atory
Comm ssion in regulating in any way radi ation safety and
ext ensions thereof in medical centers, there's an inporta
role for ACMJ . So ACMUI should be involved in anything
NRC is involved in or thinking about that relates to fung
i n handling radioactive materials in nedical centers.

CHAl RMAN STI TT: Ot her comments? That's a n

o0 be

d to

w can

nt

t hat

tions

summary statenment. | think it's hard to beconme very det 3
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when we' ve got these other things on our agenda in front
us. Decenber is a short tine before anything nore expand

Denni s, did you?

MEMBER SWANSON:  Well, I'Il coment. The ro
this Commttee is already pretty well defined under our
charter. So |I'mnot sure why we're going to spend a | ot
time on this.

CHAI RMAN STITT: And Jeffrey, why did | think
wer e probably going to have your hand up?

MR. WLLIAMSON: It's not clear to nme what th
i ssues are from NRC s perspective or the Commi ssion's
perspective, so it's hard to respond.

MEMBER HANEY: During -- my understanding is
during the strategic process that we went through a coup
years ago, one of the itens that we ere | ooking at was al
Advi sory Commttees across the board and the next SRM t h3
we're going to discuss and again you may want to defer sg
t he di scussion on that also. Really, ACMJI got thrown in
all the other Advisory Commttees and these are things th
are doing across the board and therefore this discussion.

CHAIRMAN STITT: 1'd like to ask that Naom m
a notion out of her statenment because we've been asked tag
consensus statenments in the form of notions where we can

bel i eve we ought to act on this.

of

ed.

D

of

of

you

(1)

I hat

e of

| the

—+

me of

at we

hk e

make

and |

Woul d you do that, Naom ?
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DR. ALAZRAKI : Well, | would nmove that it is

Committee's view that ACMJl has an inportant role to play in

any activities of the Nuclear Regul atory Comm ssion which

relate to regulatory of radiation safety and extensions
thereof in the nmedical community.

CHAI RMAN STITT: Naom, |'m asking John Graha
make that notion since the feeling is --

DR. ALAZRAKI: That's right.

mto

CHAI RMAN STITT: |I'mnot sure that you can nmake a
not i on.

Did you listen well enough, John?

MR. GRAHAM  Coul d you repeat that?

CHAI RMAN STI TT: Yes. Can we do that? Can we
second that? Does anybody know Robert's -- is Robert her|e?

MEMBER NELP: | w Il second.

CHAI RMAN STITT: Okay, so we have a notion an
second. Di scussion?

MEMBER SWANSON: Point of discussion. |'mno
sure that's what the Comm ssion is asking us for. They'r
asking each Committee to produce a set of criteria under
it performs the Commttee will be evaluating in the futur
don't think the questioning is contained in the existence
this Commttee.

CHAI RMAN STITT: The point is this is just a

e

whi ch

e. I

of

very

general --
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MEMBER HANEY: Well, the SRM does go on to --
Denni s brought this up, it does go on to say that we need
produce a set of criteria for the Commttee and then the
Committee should periodically review itself against this.
that particular action is not due until March of next yeqg
So that's further off. And that m ght be sonething that
could help you by at least bringing you a rock and lettin

Commttee work fromthere.

CHAI RMAN STITT: This is only a portion of a
m nute di scussion so we can't develop a program here. |
if we can do anything at all it's to make a statenent and
we can't do that, then we'll nove on.

John, did you -- we're still in discussion ph

of a motion in front of us.

MR. GRAHAM | think this is in followup to

Dennis' earlier coment, possibly if you could discuss thi

with Dr. Cool to whomthis Commttee reports and provi des
advi ce.

In affirmng the useful role of the Advisory
Committee in the nedical use of isotopes, as |long as the
has any active involvenment in the review of the nedical U
i sotopes or patient safety or radiation programs anywher g
health care, the frustration that continues to get discus

and the clarification that would assist this Commttee in

and

to

Now

=

we

g the

15-

t hi nk

AS e

(7))

NRC

se of

in

sed

its

future actions is the feedback nechani sm feedback fromt
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staff and/or feedback fromthe Comm ssioners. It is only
this Comm ttee has spent hours and solicited outside nedi
opi nions and conme up with a consensus which clearly from
perspective as a |lay nmenber of this Commttee represents
bal ance of nedical opinion and then the final regul ations
publ i shed ignore that recommendati on, having gone through
extraordi nary process of due diligence, that we begin to
question who is it that we're advising and why.

So it's this feedback that in this entire pro
of the next two years, we're going to go through what Dr.
descri bed as as continuous devel opnent and revi sion proce
I f there's no feedback mechanism we won't have a clue as
whet her or not we're recommendi ng an option which is in f
out of favor and/or the why of it. | don't think this
Comm ttee has ever objected to the fact that staff wal ked
in and said we don't agree with you, but that feedback is
essential mssing el enment.

MS. ROTHSCHI LD: Cathy, it's Marjorie Rothsch
fromthe Ofice of General Counsel. | just wanted to not
regard to the comment about the Conmmttee's charter that

has to be renewed every two years and we believe it was |

renewed in April 1996, so | think the date of April 1998 |

when
cal
ny
a

as

an

CESS

Cool

SS,

to

avor,

back

t he

cause

ed to

relevant that this may not necessarily be set in stone bsg
that charter has to be renewed periodically. | just want
note that.
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MEMBER HANEY: Thank you.

CHAI RMAN STI TT: Ot her comments fromthe
Comm ttee?

Ready to vote? Everybody know what the notio
1 s?

Al'l those in favor, raise your hands? Let's
Okay, those opposed? All right.

Next .

MEMBER HANEY: The next SRMthat | would |ike
di scuss is the one that came about that was directed to t
ACMUI after your briefing with the Conm ssion and this g¢g
alittle bit closer to the part 35 issues that we have.
Again, the SRMis in your briefing book, if you'd like tqg
at it. What | would like to do at this point is to bring
di scussi on sonme of the questions that were posed in that
There were four sets of questions and in each two of the
are nore of a general nature. The last two that have to
with events and the thresholds for evaluation, I'd like t
hol d those until tomorrow s discussion on patient notifiog
and the threshold for then. | think it would be nore
appropri ate there.

However, 1'd like to nmaybe spend a coupl e of
m nutes tal king about the first two questions there. Theg

first one dealt with the industry standards and agai n, ws

to

he

ts us

| ook

to

SRM

f our

do

o

ation

ve

touched on these at previous neetings, but just if we cou
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maybe run through sone of these questions and just hear YV
views again. 1In the case of -- and you have a copy of th
t he handouts that were placed on your desk in front of ydg
this norning of these vu-graphs. They're also in the SRN
I f you would |ike that.

"Il read through the three questions and the
you can address themas you'd like. The three questions
were under nunmber 1. First is how should NRC determ ne
i ndustry standards, including voluntary ones are adequat g
nmeet the NRC s regulatory responsibility for patients, wg
and public safety? To what extent should NRC allow the
licensee flexibility in interpreting or selecting an ind(
standard? And how should the concept of quality inproven
be incorporated into reliance on the industry standards a
accreditation type of approach to licensing and inspectig

CHAI RMAN STI TT:  You want to open that up?

MEMBER HANEY: Yes, that's what 1'd like to d
this tine.

CHAI RMAN STITT: I'll just rem nd you fol ks t
we've spent a long tinme -- | actually think mybe we're n
sonme progress. | could swear that sone of the things that
of fered up and spent a lot of time putting together to of

to the Conm ssioners are starting to come back to us.

our
is in
u

1t hat

t hat
hi ch
to

rker

stry
ent
nd

n?

D at

hat

|aki ng

fer
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We have revi ewed each of these in sone detai

L)

Are there comrents anybody would |ike to make about indusgtry

standards to start off with?
We could do this for an entire day.
MEMBER HANEY: Well, that's what -- yes.
CHAI RMAN STI TT: That's what bothers me about

MEMBER HANEY: | have that question I'd |ike

spend the norning session on and then the other one -- |t ne

just go through the second one real quickly and then you
deci de how you want to spend your tinme. | think we have
10 o' clock on this, this section?

CHAI RMAN STITT: That's right.

MEMBER HANEY: The other question I'd like to
into this one is what are the necessary transition steps
NRC shoul d take in order to inplenent a nore positive
enf orcenent programthat, in fact, encourages or rewards
performance whil e addressing the outliers?

The other one is what netric should the NRC u
to deci de whether the approach is working? One aspect of
question that's particularly inportant and I'Il touch on
in the session after the break is that the part 35 workin
group added into its charter one of the itenms of reviewn
enf orcenent policy associated with part 35. So your comm

on this one will be useful to the Conmm ssion, but al so ve

can

unti |

get

t he

good

72
(¢

this

t hat

g the

ents
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useful to the working group in nmeeting that particular,

addressing that tine of its charter.

So those are the two key areas of that SRMth
|'"d like to address, | guess now in the next 25 m nutes.
at this point I'll go sit down and leave it up to the grg

di scuss it.

CHAI RMAN STITT: All right, do you want quest
3 and 4, or sections 3 and 4 to be |eft alone for now?

MEMBER HANEY: Well, 3 and 4 in looking at it
very tied into tonorrow s presentation.

CHAI RMAN STI TT: Ri ght.

MEMBER HANEY: Rather than get into a fragnen
presentation, | think I'll |eave those to tonorrow.

CHAI RMAN STI TT: Okay, | think that helps to
focus us. Can we have a little |ight whoever is in chard
the lights? W're |osing sonme nenbers here. [It's not eV
| at e norni ng.

Al'l right, so our task until 10 o'clock is to
| ook at the sheets of paper that discuss or that have
questi ons about standards, how to interpret standards, ha
measure and i ssues regardi ng enforcenent.

So let's just start down this end of the tabl

Denni s?

MEMBER SWANSON: Cat hy, maybe you can answer

At

So

up to

ons

are

e of

en

wto

D

this. Wth regard to Question 1, "How should the NRC
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determ ne which industry standards, including voluntary g
are adequate to neet the NRC s regul atory responsibility?
there barriers to the NRC actually working with professidg
groups in the nutual devel opnent of their standards?

MEMBER HANEY: Not that | know of. Marjorie
with our office of General Counsel.

Are there any barriers to NRC working with
prof essi onal societies to devel op standards and then we v
in fact, endorse -- put theminto our rules space, our
ref erence and gui dance space.

MS. ROTHSCHI LD: The only thing that | can th

of offhand is possibly the Federal Advisory Committee Act|.

That probably would be applicable. It wouldn't necessari
mean it couldn't be done, but if it were done and the Fed
Advi sory Comm ttee Act was applicable, then it would havse
be done in conformance with that statute.

MEMBER HANEY: To do it in conformance with t
statute, basically just a public forunf

MS. ROTHSCHI LD: Well, it's alittle nore
detailed than that. | think we have regulations in 10 CH
that deal with Federal Advisory Conmmttee Act and those 3§
nore detailed. That would probably -- being public m ght
one of the criteria, but there's nore than that.

CHAI RMAN STITT: Dennis, did you have any fur

oul d,

nk

er al

to

hat

be

 her

suggestions on how t hat m ght work?
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MEMBER SWANSON:  Well, | think to include the
as in the active discussions and formul ation of the stand
of the professional groups is actually a way to address Yy
issue 1. That gives the NRC assurance that things they t
are inmportant are addressed and that was the purpose of t
gquestion. | think, in particular, as you get to things
trai ni ng and experience requirenents where you're going t
want to recognize the standards of professional organizat
it's going to be particularly inportant that the NRC is
i nvol ved in the devel opnent of those standards as it rel{
to the radiation safety of occupational workers and pati g
And again, | think by the NRC being actively being part ¢
t hat process, it will give you the assurance that your ig
are covered.

CHAI RMAN STITT: So rather than being an act

react, you're saying can we kind of discuss this together|.

Several Menbers here are on these different

scientific panels. Can | just ask for a response to that|~

MS. ROTHSCHI LD: Dr. Stitt, could I just one
thing before you continue. On the previous question abouy
wor king with professional societies, two additional point
One is that if the Committee or group is subject to Feder
Advi sory Committee Act, one of the main things that they

need would be a charter. |If you have -- and al so approva

NRC
ards
our

hi nk
he

i ke
0

i ons,

tes

nts.

—

sues

and

2

—

S.

al

woul d

by

OvMB. The other thing is that if you -- if there were a d
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upon, NRC coul dn't

subj ect to whatever the requirenments on rul emaki ng nost

likely.

Thank you.

CHAI RVAN STI TT: Go ahead.

61

that certain standards would be relied

just adopt those. That woul d basicallly be

MEMBER FLYNN: See, there also could be a proplem

i f you dealt with one professional society to the exclusilon or

gave one professional society some special standing and dther

prof essi onal societies an observatory role or had sonme mgnbers

of the general publ

of the general publ

standing. That would be the problem But the way that |

i c given special standing and ot her mgnbers

i c either excluded or not given the sanme

woul d see it is that if you |look at the regulated comunijty,

for exanple, let's

| ooki ng at professi

for exanple, in sone way determ ne which organi zations'

say in radiation oncology. |If you're

onal organizations and societies, you [can,

member ship conprises the majority of the regulated community

on that issue. So

in radiation oncol ogy, there may be three

or four major societies. Mybe there's one nore specifidally

for brachyt herapy,

Ameri can Brachyt herapy Society. So that

soci ety has the vast majority, 95 plus percent of those tlhat

do brachyt herapy.
has a nmuch broader

Radi ati on Oncol ogy,

But so does ASTRO and a subject ACR, which

menbershi p as does Anerican Col |l ege of

so that | think if the majority of the
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regul ated community are nenmbers of that society, that |in
t he number of societies right there, that if over 50 perg
of the regulated comunity is a nmenber of that industry,
you will, that society, then that limts the nunber of
societies. Then otherw se, you could have a real |aundry
of organi zations that would be hard to sort out.

CHAI RMAN STI TT: Much of the nmenbership is
overlapping and it's a very small laundry |ist.

Jeff and then Lou.

MR. WLLIAMSON: Well, | think you know the f
question, how should NRC determ ne which industry standar
i ncludi ng voluntary ones are adequate or at |east potenti
adequate. Certainly, it would be possible to ask, for

exanmple, this Commttee, which societies to our know edge

t he nost prom nent and rel evant ones for a given rule maki

activity and I think just through some process of soliciti

I nput fromthe regulated community, | think you could, w
relatively small amount of effort focused on research, cdg
a finite nunber of docunments that woul d nake, be relevant
given activity such as the revision of part 35.

| think there's |lots of issues involved in ho
m ght these docunents be included in, to use Larry Canper
phrase, quote unquote regul atory space. One could nake

of statenents. One woul d be | should think that one woul

its

ent

f

list

rst
ds

ally

Il ect

to a

W

ots

d not

want a regulation that conflicted with what appears to beg
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consensus statenents of the community, what's inportant f
mai nt ai ning, for exanple, patient safety. | think you wg
get an awful lot of information and background if you wer

revi ew some of these documents, especially concerning NRC

efforts to regulate safety of patients and quality of
treatnment rendered to patients. One of the central prob
we have with the current regulatory systemis there are 3§
of conflicts between sone of the nore prescriptive guidan
docunents and regul ati ons that exist. For exanple, for r
af terl oadi ng brachyt herapy, there are very serious confli
bet ween sone of those docunments and the industry standard
that nost institutions attenpt to follow

CHAI RMAN STI TT: Lou Wagner.

DR. WAGNER: | think there's an inplicit prob
in my opinion, in just in the way the question is worded.
bi ggest difficulty that | see is noving what a profession
organi zation mght wite as a standard recomendati on, a
policy, whatever, into the regulatory process and the
enf orcement .

Much of what the professional comunities do
recommendati ons to individuals, but no one is bound by th
there's flexibility. When these policies nove in the prg
into a regulatory community, it becones |law. You've got

it. Nowthe flexibility is gone. Mich of the recomendas

or

ul d

ens

| ot

ce

enot e

cts

S

em
The

al

Al e

eém SO

cess

to do

tions

t hat have been nade are the policies that have been set U
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And therein lies a lot of the conflict with regard to ths

writing of regulation on the basis of standards. There'sg

no

transition there to | ook at the regulation and now say okay,

if this enforces the regulation, it means everybody has dot to

do it and howis this going to hanper everybody? 1Is it rleally

going to apply across the board? 1Is this really inportant

do for everybody? What kind of flexibility should be buiflt

intoit? | think therein lies nmuch of the problemwth tlhe

regul atory process, is we ook at the standards. W adopt

t hat standard and then everybody has got to do it. Well,

before they becone the regulatory process and a regul atign,

really have to investigate whether or not that standard put

out by that society should apply to absolutely everyone @

=

what flexibility should be built in.

So | see the problemnot so nuch as the

standards, | see it as the process of noving those standdgrds

fromthat to the regul ation and the enforcenent of that

regulation, once it is made a rigid rule.

CHAI RMAN STITT: Excellent point and that's the

second statenment on this first page. | was involved in tlhe

AAPM Task Force 56 which was what, high does rate? | don't

even know the title.
MR. W LLI AMSON: Brachyt herapy physics code of

practice.
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CHAI RMAN STITT: Right, not being a physicist

was a pleasure. |I'mgoing to actually have ny name in th

Journal of Medical Physics, |'ve socked on to these guys
really know what they're doing. But | was there as the

clinician and it was very inpression to ne that we would
an initial draft and then send it out to the physics comm
and I do nmean community. All sorts of institutions, diff
sizes, different geographic areas and we woul d have thesg
| ong, long, long conference calls about this very thick
docunent and what was the standard for me couldn't even b
approached, couldn't cone close in, | don't know, sonmewhe
Texas, just to pick on your state. And it was very inpreg

to nme that ny standard was not sonmebody el se's standard g

e

who

write

unity

er ent

e

ssive

o

then you try to take up sonething that's been witten down.

So we therefore made nodifications in 56, but the hazard
then putting that into a regulation and saying this is th
bl ack and white, this is what you'll follow and then al

sudden, Clinton, lowa, does not do the sane thing that

Madi son, W sconsin does and therefore, they're in troublg.

the flexibility issue in the second point is very difficu
l"d like to ask for nore coments, particul ar
regarding that. Starting down this row, Naom ?
DR. ALAZRAKI: One of the things that societi

pr of essi onal societies do when they issue whatever policy

i s

e

of a

So

t.

statenments they' re going to issue which we m ght want to
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at, is that sonmetinmes they're pretty parochial, but when
multiple societies buy in to the same policy or guidelinsg
whatever it is, then | think it has a | ot nore significan
and in terms of what NRC m ght feel about it because it n
that nmultiple groups and each of these societies, there 3
differences in their conpositions and in their interests.
exanmple, if the Anerican Society of Nuclear Cardiology is
sonme guideline and the Society of Nuclear Medicine and th
Ameri can Col | ege of Radi ol ogy bought into that, that woul
a lot nmore neaningful and have a | ot nore wei ght behind
than just sonmething isolated that the American Society of
Nucl ear Cardi ol ogy m ght have approved. So | think that
be a factor in terms of how we woul d eval uat e anyt hi ng.

CHAI RMAN STI TT:  Anybody el se down this |ine
while |'"mlooking this way?

| think our goal between now and 10 is to jus
get some comments into the record so those who can read,
read them

Theresa and then WII?

MS. WALLCUP: |I'mjust wondering if it would
prudent instead of specifically defining which industry
standards, that that would be left up to the facility tha
they feel best and then because the second part of the ng

policy statenent says "the NRC will regulate the radiatia
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safety of patients where justified by the rest of patient
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by voluntary standards or conpliance where these standard
i nadequate." They don't specifically, they're not specif
that statenment either and if you can back it up by your
quality inmprovenent program to me, that would be nore
flexible.

CHAI RMAN STITT: WII?

MEMBER NELP: My comment is | think anything
this nature would go into guidelines and not into regul at
| would presunme it would refer you to how to inplenment th
rule using a guideline which would be a voluntary standar
| think this discussionis fairly pretty mature because ws
really can't answer then until we see what the rule chang
are going to be. | think we can get very sidetracked at
point trying to go down this pathway before we hit the ru
and see what changes are going to be actually solidified,
any. So this will conme out when we make the rule.

CHAI RMAN STI TT: Three comments down the row
then I'd like to -- we've got 10 mnutes to tal k about th
second page, which is enforcenent.

Jeffrey, you're going to be the last one to
comment. You, in particular, had brought up accreditatio
type of approach when we tal ked with the Conm ssion, so |
li ke you to make a comrent on that.

Lt's start with Ruth, then Dennis.
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MS. McBURNEY: Soneone involved in the rul enn

Ki ng

process, nyself, | know that it is very difficult to when you

go froma voluntary standard such as the NCRPs or ACR
gui delines, that a lot of tinme they should and try to fit
into a regulatory nold where you say "shall."

It's much better to address what is your outc

that you're looking for, a performance end point and sing

t hat

y

make the rule itself address that, and |ike Lou said or maybe

you nentioned that what applies in a large, major institytion

could nmeet all those voluntary standards and have a gold

standard, whereas a very small facility with limted resdurces

could not neet that, but what we need to put into regul at
is the m ni num standard and al so the end point, what the
performance outcone could be.

CHAI RMAN STI TT: Denni s?

MEMBER SWANSON: | just wanted to comment on
Nel p's statenent. |In fact, the regulatory statements w |l
refer to standards because they do refer to the certificd
processes and certification exam nations are based upon t
standards of practice, so in fact, it does appear in
regul atory | anguage with reference to the standards.

CHAI RVAN STI TT: Jeffrey.

MR. WLLIAMSON: [|I'mglad you invited nme to

comment on the issue of enforcenent and accreditation. I

i on

Dr .

tion

he

really think that this is another very critical aspect tdg
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determ ni ng how soci ety professional standards m ght fit
regul atory space. | think if you take exanples, |ook at
of the AAPM standards which are very technical in nature
address either the accuracy of treatnent delivery, |argel
they're in many ways far nore prescriptive in some ways t
any regul ati on perhaps, you would dream up, but built int
these docunents is our statenents, the need to exercise
clinical judgenment and flexibility and tailoring a progra3g
the specific institution.

CHAI RMAN STITT: Jeff, | want to junp in -- |
have a comment that's conplenentary. You're referring tg
those standards that are very detailed. A nice conpanion
pi ece to those is Anmerican College of Radiol ogy, | ow doss
rate, high dose rate, brachytherapy standards, that real
come, address the sanme issues except purely fromthe clin
viewpoint. So if the NRCis to take these docunents, | od
themin parallel, see how they overlap, they coul d addres
first statement of nunmber 1.

MR. WLLIAMSON: | think the problemis is if
have a regul atory nodel, enforcenment nodel that says ther
specific |laws you nmust do all of these specific things an
every incidence of violating one of these specific rules
be punished no matter what the overall quality of the

institution is, then you' ve got a problemtrying to

i ncorporate any industry standard into a living clinical
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practice. |f, on the other hand, you try to look at it
sonewhat from the perspective of clinical judgnment how wg
the regulated comunity would see it, we see it as road n
as broad plans for helping to build a programthat has oV
good quality. W don't fire or dism ss our enployees, if
make single errors. W attenpt to correct things and we
basically | ook at overall quality. That's the main aim g
that is a far nore inportant indicator to us is trying tg
a successful clinical practice than avoiding 100 percent
the time all infractions of our quality assurance rules.
So | think if you adopted an enforcenent node
that was nore of accreditation type where the regulatory

poi nt woul d be sone nmeasure of overall programquality, V

as
aps,
eral l

t hey

nd
run

of

end

ou

have a good practice, okay, good, you're licensed for a while

to continue practicing your subspecialties until the next
i nspection. You don't pass, you have a bad program ther
central elements of mniml quality assurance progranms th
are m ssing or dysfunctional. There aren't qualified sta
etcetera, whatever the reasons are. Rather than basing

specific infractions, whoops, you failed to calibrate you
cobalt source within 30 days and did it at 31 days. That'
a neasure that's not relevant to the overall quality of t
program So | think if you could sort of turn it around

make your standards for good program performance, be nore

e are

at

S not

he

and

conpatible with those that are existent in the comunity,
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there would be a lot | ess dissonance than conflict and |

you'd be overall a nore positive force in trying to keep

t hi nk

t he,

get the outliers closer to the nmean in ternms of good ver qus

bad prograns.
CHAI RVAN STITT: Nicely put.

DR. KANG In regard to the standard, at FDA

what

we are doing, | guess |I'm not speaking for the entire FDA, but

in the device section-wi se, we do not really want to deve
our own standards, just exactly the reason what M. WAgne
said. We do not want to nold the standard to nmake the
manuf acturers abide. So we are trying to recognize the
voluntary standard. There are several international stan
as well as United States national standards. The organi z
in an exanple, like IEEC, devel oping international standg
i n Europe and the national manufacturing associations sta3
for the device. Again, we just sinply are trying to recg
and not adopting as our own standard, so that it all depe
on the manufacturers. How many, the majority of the devi
manuf acturers, are follow ng which standard? |If that nmgj
of the manufactures are follow ng certain standards, then
try to adopt that standard as a recogni zabl e standard.

If the FDA has a need to evaluate the device
the drugs, so as long as the voluntary standard neets our

requi rement, then that voluntary standard can be acceptab

op

dar ds
ation
rds
ndar d
gni ze
nds
ce

ority

e.
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Again, it is up to the user which standard to
follow We are not forcing the manufacturers to follow

exactly certain particular standards, so that we are

consi dering nostly what | EC, the manufacturers of Europegn

countries usually follow the I EC, recognize |IEC and Unitegd

States, the manufacturers in this country usually follow
nati onal manufacturer association standard. So both of t
are acceptable for us.

CHAI RMAN STI TT: But those of us who | ove
regul ation are a little bit nervous with the FDA havi ng
| oosened up on everything now. 1It's a joke, Andrew.

Barry, we need to give you a flag so you can
you were throwing the yellow flag a m nute ago, right?

MR. SIEGEL: Just a comment. In way, | would
probably answer this rhetorical question with a rhetorica
questi on.

CHAI RMAN STI TT:  Sounds reasonabl e.

MR. SIEGEL: Which is how does NRC determ ne
I ndustry standards, including voluntary ones are inadequd
neet its regulatory responsibility for patient, worker an
public safety? 1Isn't that really the issue? 1|s where ddg
one set the bar and why was the regulation made in the fi
pl ace? Was the regulation made in the first place becaus

was concl uded that the industry was sufficiently inmaturse

our

hem

I hat

te to

d

es

rst

e it

nit

that it had to have prescriptive requirenments inposed upg
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or was it made and that then becane standard practice or
it made in reaction to a single, adverse event, so-call ed
government by yo-yo. | finally get to get that in. And
think that if you |look at that and think about that that
really the question is where do you want to draw t he bar 7
mature is the practice these days and if it is clear that
things that are part of regulations have becone part of
routi ne practice, that that should be an indication that
no longer really have to be part of the regulations. |'V
suggested once in the past or twice in the past that ther
the old story about the person who wears -- a person who
in the United States who wears an anulet to ward off tige
and when questioned about why because there are no tigers
person concludes the amulet is working. And to sone exte
NRC regul ati ons can be viewed in the same way. W have n
i nfractions because of the NRC regulations or in fact beg
this community is practicing to a high |level of practice
quality.

So | suggested once to Chairman Selin that he
shoul d be a random zed control trial where you took have
| i censees and gave them no regul ations and the other half
continued the regul ations and then | ooked to see what the
event rate was in the two sets of |icensees. That would

way to determ ne whether or not voluntary standards or

mandat ory standards were, in fact, achieving their goal.
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CHAl RMAN STITT: Barry, you should be sitting

this chair. You still are better than anybody else. | t
it was very clearly pointed out to us that the reason
radi ati on medicine is in good shape, the Conm ssioners tg
I's because they're doing their job well and that was mayQh
this last nmeeting, but certainly the one before that. Sag
that's the answer to your question. |It's the amulet.
Ckay, one comment on ny part and then John ha
comment. Barry, your rhetorical question to the rhetoric
your rhetorical answer to the rhetorical question is
interesting and I would say that since |I've been on this
Comm ttee, both as a Menber and then the Chair, the issue
vol untary standards has changed across at |east the
t herapeutical radiology societies. There were very few
standards. Probably the physics group had nost and they
tended to deal with external beamtypes of treatnents. J
over the recent years there are a nunber of standards and
just confine it to radiation oncol ogy having to do
specifically with all sorts of therapeutic isotopes that
use. So there's probably sone of both sides, both canps
this. | think that now there are standards that were neV\
there before that should the NRC want to use them are ads
to meet NRC s regul atory responsibility.

It's not your turn. Okay, go ahead.

hi nk

Il us

e not

1Y)
o))

al --

of

ust
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quat e
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MR. SIEGEL: | guess there are really two iss
One issue is can an industry standard be given deened sta
in the regul ati ons where you would say that the licensee,
order to nmeet this regulatory requirenment, shall conply v
t he standards of ANSI or shall conply with the standards
ASTRO, whatever it is, or the AAPM That's one issue beg
that is, in effect, taking an industry standard and nmakin
a regul atory standard. A separate issue that | really wg
addressing is how you determ ne whether there is a need f
regul ation.

CHAI RMAN STITT: And then the other inportant

Les.

tus

it h
of
ause
g it
S

or a

view of that is how do you interpret that if you' re the NRC

and what's the flexibility. John, it is your turn.

MR. GRAHAM | guess to concur with Naom's
earlier comment, | think that any standard that this groy
woul d recomend on to the NRC has to have a pluralistic
background to it. The potential use of stints that woul d
i nclude radioactive material, | think, will be a concrete
exanmpl e where there's going to have to be a very broad re
of how the criteria for the use and the inplanting of tha
devi ces shoul d occur.

| think we've spent an extraordi nary number o
hours di scussing Barry's rhetorical response to the rhetdg

guestion and should reiterate that we have proposed forng

Vi ew

Se

to the Conmission in the past that the assessnment of the
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justifying such regulations will reference conparable ris
and conparabl e nodes of regulation for other types of med
practice and we went on to say that the NRC will not intr
in the medical judgnments affecting patients and into ot hsg
areas traditionally considered to be part of the practice
medi ci ne. The fundanmental role of this Commttee is to
continue to remnd the NRC that there's a practice of
medi ci ne, there are voluntary standards and groups that r
t hose standards that have devel oped a state of practice @
medi cine that is higher than any other country in the wor
and that there has to be an overriding concern about the
to the patient, worker, public safety before any regul ati
promrul gat ed.

CHAI RMAN STITT: I'mgoing to call a break
put that beautifully and in fact, those specific things t
you brought up are later in our agenda and we'll be discy
themin detail. W've got a tight agenda. W need to bs
at 10:15, so I'mgoing to stp this discussion.

(Wher eupon, the proceedi ngs went off the reco

at 10:05 a.m and resuned at 10:22 a.m)

MS. HANEY: You have copies of what | am goin
be putting up. Sone of the itens are redundant w th what
Cool said this nmorning, so either I will not go through t
again or I will go through them quickly. For sonme of theg

ks

i cal
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have a few nore details than Don had.
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As far as the Wrking Schedul e that you see,
is the Part 35 Working Group Schedul e.

Don nentioned that we had until June to get a
final docunent. Knowi ng that once we start docunents int
concurrence they tend to conme back for some m nor changes
we are working internally against a May date.

As Don nentioned, once we got the SRM directi
to go ahead, in the June tinmefrane a witing group was fg
to develop a rule based on a nodality-based approach. Th
the conmposition of the witing group that was forned.

The group went forth and devel oped docunents
each one of the nodalities that we had identified. It wg
be a docunent that would be a stand-alone rule for that
regul ation.

These docunents went to the working group and
were considered by the working group and I will touch on
inalittle detail. Suffice it to day at this point that
ended up with about three and a half inches of paper goin
t he working group on just the nodul es.

I n August, the working group had their first
meeting. Again, these are the people on the working gro(
think that it is inmportant to note that we have regional
peopl e on the working group as well as two representative

fromthe states.
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These individuals are comng to us fromthe CRCPD

and fromthe Organi zati on of agreenent states. |In partidular,

David Walter is on what CRCPD calls the SR-6 Comm ttee.
is the group that is witing and is responsible for witi
the equival ent regul ations for the suggested state
regul ati ons.

So, he is nore or |less our liaison with that
particular commttee.

One of the itens that we did during our neeti

Thi s

ng

I n August was to come up with a charter. You should haveg a

copy of that charter. | am probably not going to be ablg to

see it up here, nor aml going to go through all of the
Basically, it says that we are going to go fo

and wite and draft the rule. W will work with a steeri

tens.

ng

group to do that. W also wll be |ooking at the enforcgnent

policy.

At that first working group, we canme up with
outline for Part 35. This was recognizing that we really
couldn't have a docunent that was about three inches thiog
going into the Rule.

In reviewing the nodalities that the working
group had witten, we found that there were very nmany con
t hi ngs throughout the docunent. |t becanme very repetitidg

use. It also was not very user-friendly for a |licensee v

Kk

1N

us to

her e

t hey would have nultiple nodalities.
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So, we cane up with this tentative structure

keepi ng the Rul e.

A key difference fromthe current Part 35 is

recordi ng keeping and reporting sections. Wat we are gdqi

to be doing is taking all the requirenents for records arn
putting themin a stand-alone section. For those of you
are famliar with Part 20, it is following the same appra
as in the current Part 20.

At this meeting, the working group also cane
with the first version of the alternatives, which you hay
and we will |eave the discussion of those for |ater on.

The product of that first neeting went to the
steering group the first week in September. These are th
menbers that are on the Part 35 steering group. Again, d
note that we have the involvenent of the states on the gr
TomHi Il who is currently with the State of Georgia.

The steering group reviewed what we had done.
They, in nost cases, asked why we did sone thing the way
we did it. W had to justify how we came up with our
particul ar alternatives. Wy, in sonme cases, we did not
consi der other alternatives.

They al so tended to add a new alternative. |
sone cases they went a little bit beyond what the working

group did so we had to nake sonme changes to those docunen

d

t hat

ach

€,

e

o

oup;

t hat
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In fact, that is the docunent that you have in your book
now.

We plan to solicit input on these docunents v
three mechanisns. One is neetings with professional
societies. Another is with public neetings; Don nentiong
t hese. Then, also, through the Internet. These docunent
wi |l be going on the Internet.

Basically, we have a chat room set up so that
people will be able to wite into us to give us comments
the Rul e.

As far as professional societies, who we have
with, these are the organizations that we have al ready ddg
presentations for: The American Coll ege of Medical
Physi ci sts, Anmerican College of Radiol ogy, Oncol ogy Nursi
Services, and the Anmerican Col |l ege of Radiation Oncol ogy.

Those have been done to date. These are the
organi zations that we are currently scheduled to neet wt
The Anmerican Association of Clinical Endocrinol ogists,
Ameri can Hospital Association, American Society of Therap
Radi ol ogy and Oncol ogy, Anmerican Coll ege of Cardiol ogy, 94
down. | am not going to talk as nuch.

The public meetings, Don referenced the dates
here and the location. A Federal Register notice wll bsg

goi ng out informng the public of these neetings.
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As | said we have access through the Internet
that is the location on the Internet where you will be aQ
find these options papers.

CHAI RMAN STITT: Cathy, can | ask a question?

MS. HANEY: Sure.

CHAI RMAN STITT: On your list | don't see AAP
| see the college. | see the American Coll ege of Medical
Physi ci st s.

MS. HANEY: These are the organizations that
contacted us. We did a mailing to all of the organizatiog
| know that we did pick AAPM

MEMBER FLYNN: ADS al so?

MS. HANEY: | can't confirmthat we did that
but I ampretty sure that we did.

CHAI RMAN STITT: What are you shaki ng your he
at?

MEMBER W LLI AMSON: They did contact the ADS
boar d.

CHAI RMAN STITT: Okay. How about AAPM?

MEMBER W LLI AMSON: | don't know.

MS. HANEY: And we just to date have not gott

and

le to

M

ns.

pne,

[12)
>

a

cts

L4

and

request fromthat organi zation. So, if you do have cont{
with that organi zation you m ght just want to give themn
nane and ask themto call. W wll be happy to cone out
visit.
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MR. COOL: Let me add to that. | think, in f
t here has been a contact. |In a couple of cases we m ssed
wi ndow for the neetings because of when we got started.

So, we may not have them schedul ed i n because
scheduling conflicts and sonme of that sort of stuff becay
what we asked for, initially, was an opportunity, at the
year or annual neeting, be able to interact so that we wg

be able to interact with a fair number of folks.

Unfortunately, sone of those have not been ab
to line up on schedules. | amquite confident that AAPM
on the list that we sent out to. So, we are still in the
process.

CHAI RMAN STITT: But their meeting probably c
right at the wong tine.

MR. COOL: | think that is what happened.

CHAI RVAN STI TT: Fi ne.

MS. HANEY: As far as where we are going fron
here, now that we have gotten these docunents out into th
public for coment, the working group is going to start
| ooking at the Rul e | anguage associated with itens not cdg
by these options.

So, we will be starting our thinking process
for what the proposed Rule should |ook |ike.

We are working toward a Decenmber neeting of t

Aact ,

t he
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m d-

ul d

was

A e
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ver ed
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wor ki ng group to really get into the nitty-gritty of the
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And to also conme to a conclusion on which alternative w |l
forward in the Rule.

Once the proposed Rule is issued, it will be
for a 75-day comment period. During that comrent period
will be two nore facilitated public neetings. And again,
are working toward the final Rule in the Spring of 1999.

| will take any specific questions.

CHAl RMAN STITT: Okay. W have one hour to
di scuss the Medical Policy Statement, sonething that we s
to feel strongly about.

So, let's address any final questions to Cath
before that presentation.

Any comrents or questions?

DR. ALAZRAKI: The neetings with professional
societies, | don't see a neeting with the Society of Nucl
Medi ci ne on here. |Is there a reason?

MR. COOL: Dr. Alazraki, that was probably an
om ssion. | spoke to SNM at their June neeting in San
Ant oni o.

DR. ALAZRAKI: And a second question on the
public meetings that you have. Sonme of them are two days
is one day. What is the difference? And who goes to thg
nmeeti ngs, who conducts then?

MS. HANEY: Chip Cameron is working at the

go

put

t here

eem

ear

, one

Se

facilitated public nmeetings. | guess the best thing is
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just turn it over to himand he can provide the Commttee
sone i nformation about those neetings.

MR. CAMERON: Sure. Both neetings are two an
one half days each. There are two public nmeetings. One
Phi | adel phia and one is in Chicago, both for two and a h§
days.

| amin the process of convening the neetings
which nmeans to ensure that the right people are at the t4§
that all the interests are represented, that | hear about
the concerns are of those interests.

| have been working with a nunber o the
associ ati ons, boards, societies, colleges, whatever, int
of recommendi ng people fromtheir interest group to be at
t abl e.

The challenge is to keep the size of the grou
around the table nmanageable so that we can have a through
di scussion of the issues. But also to ensure that all th
di screet interests out there in the medical conmmunity are
repr esent ed.

MS. HANEY: And then | can address the differ
in the length of the neetings. The two neetings at the b
are what we have been calling the facilitated public meet
The nmeeting at the top is we have a workshop at the al

agreenent states neeting, so that is, in fact, a public

is in

now

bl e,

what

er ns

t he

e

cence
ottom

i ngs.
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meeting. But it is not equivalent in nature or purpose §
that of the facilitated public neetings.

DR. ALAZRAKI: Then Chip Caneron brings this
to the working group?

MS. HANEY: The working group will be at thos
facilitated public nmeetings, to listen to what is said.

CHAI RMAN STI TT: Dan?

MEMBER FLYNN: On this proposed outline that
had on the nodalities specific sections, you had eight
different nodality sections, is the working group divided
so that several people work on each sub category, or is
person for each category? How does it work?

MS. HANEY: Right nowit is one person per
nodality. But that isn't to say that a particular staff
person has expertise in nultiple areas that they aren't 3
support to another group.

What we had wanted to do was to have one key
i ndi vi dual responsible for that particular section and th
present it at a neeting like this to the working group fg
di scussi on.

What | anticipate happening, too, is that a

sim | ar breakdown will occur with the gui dance devel opnen
In the Decenber timefranme, the focus will be on the Rule
in the January tinmefranme, the focus will be on the guidan

S

back

D

you

up

t one

ddi ng

en to
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and

ce.
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VWhat | would |ike to see happen is sone kind
subcommi ttee of the working group be devel oped that woul d
wor ki ng on guidance in parallel to the main group worKking
the rule.

DR. CERQUERI A: At the agreenent states neeti
wll there be opportunity for public input at that neetin
is it strictly presentations or how will that work?

MS. HANEY: Strictly presentations. But | gu
as time allows, the public would be able to provide. But
mai n purpose of that is interaction with the agreenment st

DR. CERQUERI A: And for the other two, two an
hal f days seens very long. |Is there going to be sort of
free-for-all discussion, will there be sort of structured
I nput on different parts of the proposals? How will that
or gani zed?

MS. HANEY: Well, you are not the first one t
rai se a question about the length of the neeting.

What we anticipate is a structured formt whe
simlar to what you are seeing today, we will just chooseg
option of one of these particular options or key areas, a
address it during a particular tine.

Chi p, did you want to?

CHAI RMAN STITT: | would just add on that two

a half days was our best estimate of what it m ght take t

be

on

be

e,

an

nd

and

o

di scuss these issues. It is obviously not scientific.
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It may be that it is alittle too long, but I
don't think it will be too |Iong by nuch.

There will be a pre-set agenda for the neetin
that will talk about these cross-cutting issues and al so
thi ngs that have been identified to us through sonme of t
conveni ng process.

But the nobst inportant thing is that even tho
there will be a pre-set agenda to keep things structured
organi zed, we are going to go to the people around the ta
to see if there are other related itens that m ght be add
t he agenda for discussion.

So, it is not all |ocked down; there is sone
flexibility there.

CHAI RMAN STI TT: Denni s?

MEMBER SWANSON: Sorry to get off the subject
but I did want to back up to the previous conversation bsg
t he break.

You asked us to respond to issue

two, which are transition steps to inplenent a nor
positive enforcenent program

And all | want to say is | think that this
comm ttee woul d recognize that a nore positive enforcemen
programis necessary and | don't want it to be |ost sinpl

because we didn't discuss it. | think we need to cone b3

S
ot her

he

Ligh
and
bl e

ed to

fore

—

ck to

that at a a future neeting.
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MS. HANEY: Right; we wll.
MEMBER SWANSON: Okay, because this is a crit

part of the whole process, in ny opinion.

MS. HANEY: What | woul d antici pate happening

that the working group would do a first review of the
enf orcenent policy based on the new Rul e.

Once we do a first cut, we would present that
the ACMJUI for their comments.

CHAI RMAN STITT: Let's go around. Andrew?

MEMBER KANG. In revising Part 35, there are

simlarities with the currently avail able FDA medi cal deVi

regul ations, so | thought the commttee m ght be interest
hearing and review ng, very briefly, the FDA nedical devi
regul ation, not in the content but in the structure. Hov
FDA device regulation CFR is formatted and structured.

It would take about ten mnutes for ne to
present, briefly, the FDA device regul ation.

CHAI RMAN STITT: Is it going to help us in ho
di scuss this?

MEMBER KANG. | think the device regulation
very simlar in the structure.

CHAI RMAN STITT: Do you have anything that we
could read at lunch? | think we know what we want to do,

just want to start doing it.

cal

to

ed in

ce

t he

wWowe

[92)
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What do you have that is going to be differen
hel pful ?

It looks like three inches of sonething there

MEMBER KANG. No, it would only be five or te
m nut es.

CHAI RMAN STITT: Why don't you tell us right
what m ght help us. Sit at your m crophone and tell us
because we now have only fifty mnutes to di scuss sonet hi
that we feel strongly about which is the Medical Policy
St at enent .

So, do you have sonething that is going to he
us di scuss these nodul es?

MEMBER KANG. | think it is better to show yo
but I can explain to you the FDA nedi cal device regulatidg

are formatted as classification of the three different

now

ng

o

ns

or mal

D

cl asses.

CHAI RMAN STITT: You know Andy, | amgoing to
stop you. | really do want to go on.

| f you have sonething to had out, | am going
ask you to had it to the menmbers and we will |ook at it a
lunch. If there is sonething that we want to have as a f
presentation, | will get the menmbers' input, okay?

MEMBER KANG.  Sure.

CHAI RMAN STITT: | would like to go one to th
Medi cal Policy Statenment. Diane Flack?
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MS. FLACK: Wile I'"mputting this on | would
like to make a conment.

We have arranged for a contractor to prepare
NUREG summary.

MEMBER WALKUP: Those would be distributed to

MS. FLACK: They will be avail abl e.

MS. HANEY: Those neetings will also be
transcri bed.

MS. FLACK: The staff was directed to reconme
whet her there were any changes needed in the 1979 Medi cal
Policy Statenent.

As was noted at the last ACMJI neeting, the
Medi cal Policy Statenment is inportant to the entire procs
revising the regul ati ons.

It was also noted at the last neeting that ra
t han change the Medical Policy Statenent, what m ght be n
Is to better insure that the regulations reflect the Medi
Policy Statenent.

Wth those introductory remarks, these are th
options that the group have conme up wth.

Those who are working on a steering group as
Cat hy nenti oned worked on devel opi ng these options and al

the pros and cons which are in your notebook.

us?

nd

ss of

 her

eeded

cal

(1)

SO
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Option 1 that was in the 1979 statenent
essentially will remain unchanged in all of the options
your handout.

It was felt that it reflected the traditional
regul atory function for NRC for all uses of special nuclg
material, and really there was nothing to change it.

| would also like to nention that nmy coments
this particular status quo option were primarily taken o(
the rationale in the Federal Register notice or the Medig
Policy Statenent.

So, sonme of the rationale my not be current,
we need to understand where it canme fromin 1979.

The second statenment, "The NRC will regul ate
radi ati on safety of patients where justified by the risk
pati ents and where voluntary standards or conpliance w th
t hese standards, are inadequate", you will see different
variations in the options.

The original statement was based on the 1979
interpretation that NRC had the authority to regul ate theg
radi ati on safety of patients.

The FRN al so reflected the fact that NRC want
to work closely with professional groups in designing
vol untary new voluntary gui dance for practitioners to |in

unnecessary patient radiation exposure.

ar
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The third one, "The NRC will mnimze intrusi
i nto nmedical judgenents affecting patients and into other
areas traditionally considered to be a part of the practi
medi ci ne. "

We recognize that this physicians have the
primary responsibility for their patients. It also left
for the NRC to set limts for the higher risk areas in or
to insure patient safety.

But it also recognized the consequences that
much regul ation mght result in poor health care.

So, the bottomline is they felt that this wa
qui te a bal anced approach at that tine.

Option 2, that the working group and steering
group came up with. This is a little repetitious for son
t hose that have been involved all the way al ong, but | kn
that there are a fair nunber of people sitting in today t
were not on ACMUI |ast April.

This is the April, 1979 recomendati on of the
ACMUJI . The changes that were recommended are underli ned.

In the second statenment, the word 'only' was
added twi ce to place enphasis on the fact that the, "NRC
regul ate the radiation safety of patients only where just
by the risk to the patient and only where voluntary stand

of conpliance with these standards are inadequate."”

ce of

open

der

[92)
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ACMU al so recommended that an additional
statenment be added on which is also underlined. "Assessn
of the risk justifying such regulations will reference
conpar abl e ri sk and conparabl e nodes of regulation for ot
types of nedical practice.”

On the third one there was really just one ch
and that was adding the words, "will not intrude into nmed
j udgenent s".

In this regulation, some of the pros for thes
recomendations are it is still risk-based which we are a3
striving for in the revision of Part 35, especially in
statenment two you can see where justified by risk

Anot her plus one for this is the "acceptable
| evel of risk associated with regul ating the nedical use
byproduct material nmay be | ower than in other areas of
medi ci ne. "

Sonebody referred to this, this nmorning. It
clearly states in statenent three that the NRC will not b
I nvol ved wi th physician/patient interfaces.

Again, like Option 1, the status quo, it also
recogni zed that physicians have primary responsibility fqg
protection of their patients.

Sone of the cons that people nentioned was th

NRC really did not have the authority, expertise, whatevs

ent

her
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want to call it to assess the risk in other areas of nedi
This would definitely be a new area for us to get into.

Anot her concern that was raised was that ther
could potentially be a conflict between segnents two and
t hree.

In two, we say that we will regulate only whe
justified by risk, et cetera. Then in three, we say that
NRC wi I | not intrude.

So, that was listed as a con.

MEMBER SWANSON: Excuse ne, could you expand
that? | don't understand.

MS. FLACK: Yes. It was felt that in two, is
says that "the NRC will regulate the radiation safety of
patients where justified by the risk."

So, what it is saying is that if there is a h
enough ri sk because of a certain medical nodality that
devel opnent of regulations in that area and interaction
NRC woul d be appropriate in order to insure radiation saf
of patients.

Then we get down to nunmber 3 and it says that
"the NRC will not intrude into nedical judgenments affecti
patients."”

The concern that was raised there was that ev

if we have the situation that | tal ked about in number tw

ci ne.

(1)

=]

t he

gh

it h

ety

ng

[12)
>

0,

where we have a very high risk nodality, that three would
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prevent any interaction, any setting of limts, and thersg
we woul d be unable to insure that we have fulfilled our
mandat e under the Atom c Energy Act to insure the protect
of workers and the general public.

And that is what the nedicine options one, th
and four, the group noticed that it was consistent with t
NRC s authority in the Atom ¢ Energy Act and that was not
listed in Option 2.

Agai n, these are all open to discussion. W
actively | ooking for your help.

Option 3 has a problemin the handout. For t
of you who have it in front of you, please |ook down to p
number 5. It says that the option "provides additional

enphasis that NRC's policy is not to mnim ze intrusion

medi cal practice." Please cross out the 'not

That is just if you have the handout from
Sept enber 15. The one in the back is fine.

Now | et's tal k about Option 3.

This was sone people's recommendati on to cone
with a bal ance between Option 1 and Option 2.

There is no change in the first statenent. W
have kept in the word 'only' because we want the regqgul ati

be risk-based; we are thinking about that all the tinme as

devel opi ng.

fore

on

[ee

he

Al e
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nto
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The part that was renoved there from Option 2

obvi ously conparing the risk to other areas of medicine v
as | said, people were concerned that it was not within @
authority or expertise to do that.

We added a couple of words in this one,

"continually strive to mnimze involvenment". W felt th

provi ded additi onal enphasis that the NRC was not just gaqi

to junp in and be involved in the physician/patient inter
and maybe this was stretching a little bit further than t
original statement 3 of NRC s commi tnment not to get invol
in the physician/patient interface.

However, by mnim zing, it does allow for son
i nvol venent, when needed, in the higher risk nodality.

Agai n, please remenber that in statenent thre
still recognize that the physician has the primary
responsibility for the patient.

| am not going to go through all of the pros
cons because | want you to have the maxinumtine for
di scussi on.

CHAI RMAN STITT: Let me ask you a question on
nunmber one on Option 3; it |looks |ike the pro nunmber two
Option 2. There is one word that is different.

MS. FLACK: On con nunber one on Option two?

CHAI RMAN STITT: On Option 3 it is con nunber

hi ch,

ur

at it

face

he

ved

D

3

and

con

on

one

and on Option 2 it is pro nunber 2.
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MS. FLACK: | am not sure that | amfoll ow ng
you. You are right that the pros and cons do switch arou

CHAI RMAN STITT: It is nmaking the sanme statemn
that risk may be | ower.

MS. FLACK: Right.

CHAI RMAN STITT: But when you are | ooking at
on Option 2 it seens to be a positive, and when you are
| ooking at Option 3 it seens to be a negative.

MS. FLACK: There are two facts here. One is
that the risks that in the standards that the people in t
use of medical byproduct material are held to could be |IQg
than in other areas of nedicine.

So, not to recognize that is wong. So, that
could be either a pro or a con, depending on which option
have it under.

The only thing that we wanted to do was to ge
away from evaluating the risks in the other areas of nedi

So, the con one, that it may be | owered, that
a con because you nmay be held to a | ower |evel of risk
m ght work agai nst you.

MEMBER SWANSON: Let nme just comment on Optio
| think that insertion of the words, "will continue to st
to mnimze", you have it down as a pro, that it provides

addi ti onal enphasis on the NRC s policy. | tend to think

he

wer

you

rive

t hat
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it has | ess enphasis on the NRC s policy than the current
version.

The current version says that "you will mnim

and you say that it will "continually strive to mnim ze"|.

interpretation of that is the opposite.

CHAI RMAN STITT: | think it is the effect of
nore nodifiers that you put in the less likely you are tqg
achi eve the statenment that you are allegedly making. Tha
how many nodifiers?

MS. FLACK: It's an interesting exercise.

CHAI RMAN STI TT: Ri ght.

MS. FLACK: The other thing in here is that w
don't have intrusion anywhere; we use involvenent which v
t hought was a softer word.

MEMBER FLYNN: Procedural request: Can we go
through all four options and then come back and debate th

CHAI RMAN STITT: Go on to Option 4. W are
getting short on tine.

MS. FLACK: Option 4 is a very different one

the others. It has no change in the first statenent, agai

The changes made in this option were nmade to
precisely reflect what NRC' s role actually is. The groug
that really our role for patient safety was to ensure thg

physician's prescription is accurately delivered to the

Zell

[}

/e

enf

I han

nor e

felt

t the

correct patient.
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It does not question what the actual prescrip

So, this was an attenpt by the group to put t
on paper. It is risk-based. The regulations would be
consistent with the risk posed by the radioactive materi a

Then, it hones in very closely and precisely

what our role m ght be. Renenber, this is just an option:

regul ating the radiation safety of patient, NRC s role isS
assure that the physician's prescription is accurately
delivered to the correct patient."

I n nunber three, it says that we "will not
intrude into the nedical judgenent form ng the basis of t
physi ci ans' prescription.”

Now, one of the cons of this one m ght be the
fact that it is too narromy focused. But it was an attse
to put down on paper what NRC s actual role is also the 3
that we are not interested in intruding in, and that is t
medi cal judgenment that is behind the decision.

CHAI RMAN STITT: Okay, let me tell you what t
rules are. In addition to Judy's rule, which is that yo(
speak when you are spoken to, let me just rem nd you wher
started a year or so ago.

When we started having discussions prior to g

to the Conm ssion, we spent the good portion of one day,

i on

llln

to

he

npt

reas

he

he

e we

DI Ng

deciding as a group, that the Medical Policy Statenment wa
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ut nost i nportance and that everything else that the comm
did followed fromthe Medical Policy Statenent.

That is sonmething that we took on. Don was k
of the clerical person and the final spokesman to put al
little words in there.

So, what | amleading up to, is we can't do t
by lunch we are going to have to shorten |unch because |
that everything else that we do follows from here.

Don Cool said this nmorning that he wants our
comments. He would |ike our whys and why nots as to
preferences and | think that rather than have one of our
not ori ous debates, if there are sonme things that you |ike
woul d i ke to hear them and focus on one or two options.

If there are sone parts that you m ght want t
pull fromothers, that is fair gane, too.

| just want to say that because Option 4 is q
a bit different than anything that we have thought about,
t hose of you who are therapeutic radiol ogy, those of you
are diagnostic, just be thinking about Option 4 in the cg
of how you practice.

Al right, Jeffrey.

MEMBER W LLI AMSON: | would like to propose t
we drop consideration of Option 4 from what we would

recommend.

ttee

nd

t he

t hi nk

[®)

ui te

who

nt ext

hat
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CHAI RMAN STITT: Well, that is a blatant
st at ement .

MEMBER W LLI AMSON: It could, perhaps, sinpli
t he process.

CHAI RMAN STITT: Are there sone parts of the
group that think that Option 4 is just dandy?

MEMBER FLYNN: | would like to second that an
want to explain why.

Option 4 isn't that bad, in sone aspects.
However, | ook at the |ast sentence in statenment two. It
that the "NRC' s role is to assure that the physician's
prescription is accurately delivered to the correct patie

Now, | happened to research the tel etherapy
probl em because | wanted to see how often the incorrect
pati ent was treated.

Now, with Cobalt-60 tel etherapy, approxi mtel
the |l ast twenty years there has been variation. There ar
| ess cobalt machines, but if you averaged over twenty yed
added up with 100,000 cancer patients treated per year, @
twenty years.

Each patient gets approximately twenty
treatnments, so that is two mllion treatnments for twenty

years, or four hundred mlIlion treatnents.

says

nt."
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| |1 ooked at all the abnormal occurrence repor
that the NRC has. Granted not everything is covered, but
goes into the | ate Seventi es.

| found seven patients that the incorrect pat
was treated. So, the nunmerator is seven and the denom n§g
I's four hundred m1llion.

It doesn't happen often, and we do have thing
pl ace now to prevent it. W have two neans to identify t
patient.

Typically in a radiation therapy departnment,
you know, the technol ogist goes to the waiting room and
announces, "M. Smth, it is time for your treatnent."

VWhen | | ooked at how did these seven peopl e,
wrong patient, conme to be treated, in several instances t
nane was called out and the wong patient got up; a confu
patient or a patient with the sanme nane.

The therapist also didn't recognize the patie
assum ng that the patient walking to the room was the cor
patient and went ahead and treated the patient.

Now, in nost radiation oncol ogy departnents,

i ncl udi ng professional standards, the second way that you
identify a patient is there is a Polaroid photograph in n
radi ati on therapy departnment in nost of the country, not

in nmy departnment. This is alnost standard practice now.

ent

tor

14
>

he

S

rect

DSt

j ust
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So, if a therapist doesn't recognize the pati

t hey have called out the name and that is one way to identify

the patient, there is a visual identification; the Polarqgid

phot ograph of the face of the patient right in the chart.

Now, these patients are treated for three, fo

LT

or five weeks. Cone the second and third week, she recognized

t he person to be who they say they are.

When | came in this norning, | said, "Hello,
Judith.” | called your nane and you responded. | also
recogni zed you visually.

So, those are the two ways to identify the
person. So, it hasn't happened, to ny know edge, recentl
It may have, but | just don't know.

But that is an exanple of a very rare event |
tel etherapy. Where you have two mllion treatnents in a
and nost years there is not a single incorrect patient th
treat ed.

| think the voluntary standards are worKking;
two neans to identify the patient. W realize that that
serious issue, but it happens very infrequently.

O the seven licensees that | found, and I
searched hard to find nore, for one |icensee it happened
and that was a licensee in Washington, DC, it happened oV

period of ten years. An incorrect patient was treated tag

Y.

year

at is

twi ce

er a

tel etherapy twice over a period of ten years.
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So, that is why, although | |iked number four
first, but when |I | ooked it over several nmore tinmes | reqg
that it is very narrow, "the correct patient".

CHAI RMAN STITT: Actually, it reiterates sone
the things that come up | ater one regarding other parts ¢
we do our practice. It is very, very focused.

Jeffrey? And | would like to hear comments a
Option 4 fromyou practitioners.

MEMBER W LLI AMSON: Could | briefly articul at
rational e, why | nmade the notion?

CHAI RMAN STI TT: Pl ease.

MEMBER W LLI AMSON: One is the statenent two,
sinply says, "consistent with the risk posed by the
radi oactive materials.” There is no qualification whatsdg
regarding the necessity for standards of practice to be n
exi stent or not adhered to when they are.

So, it is an absolute risk inherent to the
material itself and totally independent of the sophisticd
of the practice surrounding it. So, | really think that
opens up the community.

The second comment | will make is that | agre
with Cathy in that it very accurately reflects the currern

attitude and practice, in effect, of NRC regul ati ons now.

at

lized

of

f how

bout

2

ever

on-

tion
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To me, when | |look at this statenment, this is

clearly inconsistent and much worse than the current 1979

fornmul ati on.

So, wi thout any performance indicators, it is

conpl etely non-performance based. No matter how well youy are

performng, it gives NRC the mandate to regul ate every ddtail

of the treatnent, planning and delivery process.

Secondly, it protects physician judgenent fro
regulation, in so far as it affects patients, only for
prescription. So, it very nmuch limts the activities of
physi ci an that involve patients that are exenpt from NRC
scrutiny.

So, | think it really |eaves every other aspe
of the physician's practice and activities as totally fai
ganme for all kinds of regulations w thout any kind of
qual i fication about what kind of risk needs to be establ

CHAI RMAN STITT: Lou, can | ask you for come

MEMBER WAGNER: | think that it is necessary
this commttee review why this all cane about, because |
t hat we have | ost focus of what we are doi ng here.

This came about because of the IOMreport. T
IOM report and all the other concerns that were brought (
regard to the NRC, we nmentioned that the 1OMreport did n

an investigative history as to why the regul ati ons evol veg

m

t he

=

shed.
nt s?
I hat

t hi nk

pin
ot do

d the

way that they did and came out to be what they are.
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How did we get to this ness? That was the wh
focus of the discussion, prior to these recomendati ons.

At our neeting, review ng that report, we |oo
at this 1979 policy because we wanted to get to the idea
how t hi ngs evolved to this point.

The reason that they evolved to this point is
because there was an incident that occurred. This policy
changed in 1979 as result of an incident that occurred.

Qur objection to this policy was that it was
policy that opened the door for the NRC to be intrusive i

medi cine. | know that the NRC doesn't view what they do

D| e

ked

of

was

L hi s

as

being intrusive in medicine, but we in nmedicine do view what

they do as intrusive in nmedicine. And that is the whole
poi nt, why we wanted that policy reviewed.

So, when we are review ng these other options
here, the question should be the doors that are opened ug

these policies with regard to intrusiveness in nedicine.

is the problem and has al ways the bone of contention hers.

So, when we | ook at these, let's |ook for the
wi ndows, and nunber four obviously gives a blatant w ndow
be worse than it was before, not better. It is blatant.

So, it is out as far as any recomendation th
can see, at least fromny point of view and obviously frag

ot her's, too.

That

to

At |
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Option 2 seenms to nme to be the better
nodi fi cation, although I wouldn't call it ideal at this t

But | disagree with the idea that those cons
cons. | mean, ny goodness, you mean that the NRC will fi
have to actually do sonething to educate thenselves in
medi ci ne? They have been regulating us for so long with
regard to what goes on in nmedicine and what our policies

These are not cons; these are pros.

CHAI RMAN STITT: | think we are going to burn

Option 4. Let's talk about Option 2 some nore.

To refer to your comment about con nunber one

Option 2, "requires NRC to assess risks in other types of
medi cal practices”". | don't know if that requires the NH
assess risk. | think there are data all over the place,
books, papers, that discuss radiation nedicine in respect
medi ci ne as a whol e.

Anybody over here? WII| and then --

MEMBER NELP: Well, | thought about that a I of.

And | think that the person fromthe NRC brought up the g
that they're actually going to have to reference this son
in witing and regulation. | think that's going to be ve
difficult to do without getting into a real bag of worns.
that's the issue that | see.

| think it's very appropriate to justify the

i me.
ar e

nal |y

are.

C to

to

oi nt

ehow

And

ri sk

based on the general practice of nedicine in other areas
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nmedi ci ne, but they feel that with this kind of a statenen
you're going to have to conpare it in witing. It says
reference conparable risk and conparabl e nodes. And,
therefore, | think that we're stepping into an area wherg
really like to sinplify it much nore than that.

" mvery nmuch against that, even though nmy go
friend John Gaham did that in a very eloquent fashion.
think it really does raise an issue where they're going t
dive in there and start | ooking at regulations for anesth
or regul ations for surgery and things that | just don't f
t hey have the capacity to reference in witing or either
implication. And |I'mnot sure that we do when you get ri
down to it.

As a physician, I'd like to get rid of that.

CHAI RMAN STI TT: Dan?

MEMBER FLYNN: | don't think it should be us,
" msure the NRC doesn't want it to be them But on this
i ssue, this particular issue, assessing the risk in terns
other risks in nedicine, this is where | think noney woul
wel | - spent.

This is where the 1OM noney woul d have been
better spent. This is where sonme of the engi neering huny
factors, big budgets nust have been spent for sone of theg

bi g docunents |I've been getting. But this is where noney

we' d

0
esi a

eel

ght

and

of

d be

se

shoul d be spent for an outside major study of risk by at
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party, a disinterested party, not the regul ated comrunity
t he NRC, but an outside contract, which m ght take a year
two. But this would formthe basis, then.

And it wouldn't have to be, you say, referenc
ri sk, but as long as whatever the regulations are, it's 9§
| east on the sanme order of magnitude or within an order @
magni t ude of other risks that --

MEMBER NELP: Correct.

MEMBER FLYNN: -- this outside consulting gro
whi ch woul d be some major consulting group --

MEMBER NELP: The | anguage clearly says such
regul ations will reference, and | presume in witing,
conpar abl e ri sks and conparabl e nodes of regulations in
medi cal practice, which really is so broad, you know, son
could step in and find things that were very inconpati bl ¢
our goal s.

CHAI RMAN STITT: As an exanple, the
m sadnmi nistration just this past year that resulted in sg
consequence conpared to the nunbers have docunented in th
literature serious outcones of the two weight | oss drugs.
Now, if you want to tal k about conparable risk, and thoss
t hings don't conpare at all, meaning the risk of that
m sadnmi nistration is tremendously | ow conpared to that.

| think that assessnent of risks could contin

, hot

or

ng

~—+

—

ebody

ri ous

e

to be suggested to the NRC. And we don't have to get int
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details if it's witten or it's a graph or whatever. Let|

just pick everybody. We'll just start in a line and go O
around, starting with Naom .

DR. ALAZRAKI: Actually, | think the point is
that if you look at high-risk procedures performed in
medi ci ne, which can affect the patient with an outcone of

death as a conplication of the procedure, there are no

regul ations. \What regul ations are there? There are nons.

They don't exist, even for the highest-risk procedures.

Radi ation is regulated. It's just about the
thing that | can think of unless someone can think of
sonet hing el se which is regulated and held to the kind of
enforcenment standard that we are.

So in a sense, it's useful to have that in th
because until other high-risk procedures fall under sone
of governnment regulation that -- | don't know | can't
I magi ne, but maybe that's going to happen in the future
sonewhere. In a sense, the statenment says that there's n
conpar abl e regul ation in any other area of medicine.

CHAI RMAN STITT: Let's go on along the |ine.

DR. CERQUI ERA: | have lots of problenms with
in the sense that | think all the diagnostic things we ddg
coul d be taken out of this category altogether because |

see those risks in conparison to everything else | do as

onl y

o

L hi s

don't

cardiologist is that great. And so | think what we're |e€
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with is the therapy. And there |I think the standards ar€g
little bit clearer. And, as you said, the conplication r
of m sadm nistration is relatively very | ow.

So | think if you actually | ooked at this, |
don't think you really need to deal with the risks for
di agnostics in any way but really just would concentrate
the therapeutic. So | see that as |l ess of a problem

CHAI RMAN STITT: Dan, do you have any ot her
comment s?

MEMBER FLYNN: No. | nean, | think it may no
-- for exanple, when you go into a hospital and you have

pati ents who are under nedication or confused, you notics

any hospital you go into, the patients always have some Ki

of a wist band to identify themin case they can't identf

t henmsel ves or in case the nurse or doctor doesn't know th
patient.

So there's a reason for that. And |'msure t
reasons are very good reasons. So | think there are areqd
medi ci ne where there are certain standards that are expeg
in any hospital. | can't inmagine walking into a hospital
going through patient room after patient room and the pat
don't have sonme neans of identification.

So | think there are standards out there and

there are reasons for the standards. |t may not be in eV

ate

on

s of

t ed

and

i ents

ery

subspecial ty.
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CHAI RMAN STITT: Are you fidgeting for a reas

MR. SIEGEL: |I'mfidgeting, yes.

CHAl RMAN STITT: Okay. Go ahead.

MR. SIEGEL: 1'd like to denmure at Dr. Nelp's
comment because | think its suggesting that what the Comn
suggested at its last neeting should be wi thdrawn al so
suggests that when the Commttee has been suggesting for
the | ast seven years should be wi thdrawn, which is that t
NRC shoul d not have Atom c Energy Act tunnel vision and 4§
that that's the sole basis for which it should charge for
inits regulatory stance.

Even if one allows that the Atom c Energy Act
provides the NRC the authority to regul ate conponents of
practice of medicine, -- let's take that as a given -- th
Atom c Energy Act is sufficiently narromy worded in that
or sufficiently vaguely worded that it also provides the
with a whole I ot of regulatory discretion in terns of how
regul ates the practice of medicine.

And t he purpose of the proposed Policy Statem
Nunmber 2 was to provide a legal cure for Atom c Energy Ag

tunnel vision, which was to say that when you make these

regul ations, you sinply cannot ignore how the risks of thi

part of radiation nedicine conpare with the risks of the

parts of nmedi cine.

ittee

about

he

ssune

war d

t he

ar ea

NRC

—

ot her
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WIIl it be difficult? Sure. 1Is it appropria
Absol utely. And is there expertise in the building? Prg
not, but perhaps it's tinme that there was expertise in th
buil ding to go about making these kinds of judgnents.

You sinply cannot ignore the risks of a
tel etherapy treatnment by conparison with neurosurgery or
phen-fen or you nanme it when you nake a regul ation that
I npacts how nedicine is practiced.

There are only so many resources available to
practice medicine. The resources have to be put in the p
t hat does the greatest societal good, not just the greateg
good as viewed within the narrow wi ndow of the Atom c Ene
Act .

MEMBER NELP: Since my nanme was nentioned --

CHAI RMAN STITT: All right. W'Ill go down th
line. Go ahead, WII.

MEMBER NELP: Well, Barry, | agree with you
don't disagree with the purpose of the statenment that's t
to be portrayed. The way it's witten, it says to nme thg
NRC mi ght have the license to go in and put on paper
conparabl e risks. And God knows what they' re going to co
with that would be conparable risks.

| don't know what the statements are in

anest hesia for operating room procedures, for sanitation,

[ e?
babl y

e

| ace

st

rgy

rying

t the

me up

envi ronnental contam nation, and things |ike that that ar
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-- they may be very picayune. | really don't know. And
could see how this would give an opening for themto try
reference those things in witing, and it could beconme ve
cl oudy.

That was ny concern, and that was a concern
think the NRC said, "We don't know anything about nedicin
and you're asking us to get involved." And we're trying
get themout of it. And that's where | think that there
contradiction here. 1'd like to get them out of the othe
areas of nedicine, including the areas of nedicine associ
with radiation therapy.

CHAI RMAN STITT: | think you made our point.
response is there's lots of information about risk in
medi ci ne, all aspects of nedicine. This is not new It’
easily avail abl e.

We focused a |lot of our presentation on radia
medi cine. Qur first slides when we presented to the
comm ssioners were entitled, "Risk of Radiation Medicine.
this has been felt to be very inportant to this group, at
| east according to the old man in the room | ong before th
rest of us were even on the Comm ttee because | think yo
been hangi ng around | onger than any of us if you said se\
years.

Lou, you've got your hand up and anybody el se

€,

S a

at ed

i on

e

ve

en

that would |li ke to nake a conment.
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MEMBER WAGNER: Yes. |'d |like to make a comn
on Number 2, "Cons." It says, "lInplenmentation of statene
and 3 could be in conflict when the level of risk justifi
intrusion.” Read 3. Three says, "The NRC will not intr(

The point is that they' re trying to justify

intrusion. That's what their con is really inmplying, tri

to justify nmore intrusion. And | want to get back to th3
point that this is where we have to recogni ze where the
di sagreenent and the conflict are.

The NRC needs a m ndset change. Medical prac
is nmedical practice. Medical practitioners should practi
medi cal practice. The NRC doesn't have the expertise to

this. This is why we don't want themintruding.

They botched up the system That's why we're

a mess right now And that's the intrusion problem again
that's creeping in here. |It's the mndset. Let's turn i
around.

CHAI RMAN STITT: Jeff? Dennis, you' re going
have to come up with sonething in a mnute.

MEMBER W LLI AMSON: Yes. Well, | guess | wou
like to speak in support of Retaining Item Nunmber 2 of Op
2, which is you know our addition of "Assessnment of the r
justifying such regulations will reference conparabl e" ne

specialties, et cetera.

—+

[ice

ce

do

tion

i sks.

di cal
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| think one question to ask is: How did we g

[}
—

from Option 1, which was a statenent of intent that intrysion

i nto medicine should be limted by NRC and when it's donsg

should be justified by sone sort of risk assessnent, to Qption

4, which says we don't have to establish any actual
statistical risk to patients at all just because there's
t heoretical risk because it's a high activity source, we
go and regul ate any detail we choose to?

| think the intent why we put in this
qual i fication was to prevent NRC from concl udi ng because
there's a possibility of a patient injury froma technicag
error, therefore, there's a significant risk to the patie

| think that's the reasoning that prevails in
agency today. And Option 2 was nodified by our group and
voted on because we were trying to at least force themtag
t hrough sonme sort of a process to quantitatively justify

I nposing a regulation which intrudes into the practice of

medicine by really looking at: Is there a realistic riskKk~

Are standards inadequate? Are they not being followed on
| arge scale instead of reacting to single events? So | r
strongly feel we should keep that conmponent of the staten
t hat we approved before.

One thing we m ght consider is | think -- it

good point they've made down here that maybe Statements 2

a

can

nt.

t he

go

2

eal ly

ent

and

3 are in conflict. One could potentially maybe i magi ne a
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situation where the qualification we've added in Item 2 n

be violated and nmight require fromtheir perspective to i
sonme restraints on the way the field is practiced.

CHAI RMAN STITT: You had your hand up first.
you want to go or do you want to --

MEMBER GRAHAM |'mpolitely waiting, Madam
Chai r man.

CHAl RMAN STITT: Go ahead.

MEMBER GRAHAM | think it's interesting that

the options that were discussed that are in here, Options
2, 3, and 4, the first part of the policy statenent that
NRC will continue to regulate the medical uses of isotops
necessary to provide for the radiation safety of workers
t he general public,” that wasn't a point of dispute today
apparently. That wasn't a point of dispute when we went
through this back in April. And it's interesting if you
t he background nmaterial to the 1979 statenment, it was not
i ssue at that point in tine.

| have a problemw th the fact that in the re

of the options, the statenment, the pros that's under Opti

1 ght

nmpose

and

r ead

an

Vi ew

on 1,

whi ch was the status quo, first pro is that "Consistent With

NRC s authority in the Atonmi ¢ Energy Act of 1954, as anen
to regul ate donestically the uses of byproduct material,

i ncl udi ng nmedi cal use, to protect public health and m nin

ded,

nze

danger to life and property."”
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That's a pro as identified for the status quo

It was clarified in the verbal presentation of options thi

norning that it is not considered to be present in Option
Nurmber 2, which was the | anguage that this Commttee
recomrended back in April.

Goi ng back to the original policy statenent,
and it's on Page PSMJ-2 -- the central question is a ques
of policy, not authority, namely: To what extent should
protection of the patient be considered in NRC s regul ati
t he nedi cal use of byproduct material?

From t he standpoint of authority, it is clear
that the NRC can regul ate the medi cal uses of byproduct
material to protect the health and safety of users of thi
material; for instance, patients. In |licensing the posss
and use of byproduct material, NRC establishes limts wt
whi ch physici ans exerci se professional discretion.

From t he standpoint of policy, these limts
depend on how NRC views the potential hazard to the patie
health and safety in the uses of the byproduct material.

So | would reiterate, as it was stated back
1979, that there's never been a question of authority.
There's a question of policy that's being debat ed.

It goes on to state in the next colum that t

NRC wi |l not exercise regulatory control in those areas W

(7]

tion
t he

on of

S
SSsi on

hi n

nt

her e,

upon careful exam nation, it determ nes that there are
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adequat e regul ations by other federal or state agencies g
wel | -adm ni stered professional standards. And to put it
context -- and Dr. Cerquiera?

DR. CERQUI ERA: Yes, yes.

MEMBER GRAHAM | want to make sure | try to
pronounce that correctly.

The concern that this group has debated in th

past, if you read this original language in '79 in the thi

col um, the Comm ssion believes that the diagnostic use @
radi oactive drugs is in nost cases clearly an area of | oy
radi ational risk to patients. Therefore, NRC will not cdg
physi ci ans' prerogatives on patient selection, et cetera,
cetera, but that we will have regs floating all over the
t hat have created problenms in the way the practice takes
t oday.

CHAIRMAN STITT: 1'd like to make a comment t
in Option Nunmber 2, | think it directly relates to PSMJ 2
phrase that you just read to us that these limts fromth
st andpoi nt of policy depend on how NRC views the potenti g
hazard to the patient's health and safety in the uses of
byproduct materi al .

VWhat we are asking is that the NRC view those
hazards in the context of conparable risks and conparabl g

nmodes for other types of nedical practice. | think it's

ntrol
et
pl ace

pl ace

hat

, the

e
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support we're asking. W have put in a sentence that sup
t he statenent from Septenber of 1995.

MEMBER GRAHAM | woul d suggest, in sunmary,
we nmay as a Committee want to di scuss whet her the
recommendation fromthe ACMJI is sinmply nodified to nove
St atenment Nunber 3 into Position Nunber 2, "The NRC w ||
intrude into nmedical judgnments affecting patients in othsg
areas traditionally considered to be part of the practiceg
medi cine.” That's the overriding concept.

| do not believe the inplenentation of Statem
Nurmber 2 and Nunber 3 could be in conflict if they truly
foll ow Statenment Nunmber 2 and then only get into issues t
get in to an assessnent of risks because if you |l eave the
practice of nedicine open, then any assessnment of risk is
going to get into a conparisons of things |ike open-heart
surgery and neurosurgery and the unbridled ability of
physi cians to prescribe drugs as they perceive the need f
their patients will best be met. | think, again, that's
we're trying to enphasi ze.

| would recommend at nost we rearrange the

ports

I hat

not

of

PNt s

hat

ed

or

what

sequence of the three statenents. But | would leave it With

t he recommendati on the Conmmittee made back in April becady
t he enphasis that we're trying to convey back to the

Comm ssion is that the practice of nedicine is why the ar

Se

ea of
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patients is different than the other areas for the gener§

public's safety.

MEMBER WAGNER: |s that a notion?

CHAI RMAN STITT: That's just what | was going
ask.

MEMBER GRAHAM  So noved.

VEMBER WAGNER: Second.

CHAI RMAN STITT: You guys are doing a good jop.

| think it's because you're hungry.
Let's discuss the notion that's on the fl oor.

MEMBER SWANSON: | woul d actually reconmmend a

to

O

addi ti onal change to current Statenment Nunber 2, which wduld

now be Statenent Nunber 3 under the notion. I"'ma little

concerned in that | would like to tie down the issue of t

he

second clause in the first sentence, "and only where vol yntary

standards or conpliance with these standards are inadequdte.”

And | woul d suggest that a way that we can ti
that down is by changing the second sentence of Number 2
"Assessnent of the risks. justifying such regulations w
ref erence conparabl e risks and conparabl e voluntary stand
and nodes of regulations for other types of nmedical pract

CHAI RMAN STI TT:  Naom ?

DR. ALAZRAKI: | think that's very good becau

the voluntary standards are really the only thing that ex

(1)

to be

ar ds

i ce.

i sts
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in other areas of nmedicine. And that's what we would |iK
nove toward and away from the regul atory enforcenent.

CHAI RMAN STI TT: Go ahead.

MR. SIEGEL: Well, that's not entirely correc
Naom . | nean, there are regulations that regul ate bl ood
banks, for exanple, which is part of the practice of nedi
There are sonme FDA regul ations that do get into having sdg
i nfluence over the mnute by mnute practice. So |I don't
think that we should ignore that there is some other
government regul ation.

Mor eover, dependi ng on how you choose to be
rei mbursed by the Health Care Financing Adm nistration,
choose to be JCAHO accredited as the deened basis for be
rei nbursed, then that's one approach. But if you say,

instead, "We don't want to do that. W' d rather be regu

eto

ci ne.

ne

f you

ng

at ed

by direct Medicare inspection,” then you have to conply with

all the Medicare regul ati ons about the precise nature of
your practice is structured and how your institutions dog
t hi ngs.

So there is other regulation in medicine. |
thi nk voluntary standards and regul ati on woul d be a reasd
change to this, but there is other regul ation.

MEMBER NELP: | have a pertinent comment. |If

| ook at Option 2, Section Nunmber 2, when you say, "AssessS

how

S

nabl e

you

ment

of the risks. Justifying such regulations will reference
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conpar abl e risks and conparabl e voluntary standards and n

of regul ations,” do you nean of governmental regulation?

| f you say "governnmental regulation,"” then yoy'

pretty free and clear. But if you say "regulation,” you

tal ki ng about infectious disease control in the hospitals.

You' re tal ki ng about bl ood bank. There may be gover nment
t hings for blood bank.

But I'm wondering if you said "governnenta
regulation,” | don't know what the governnent regul ates
medi ci ne, frankly, but | know there are all Kkinds of
regul ations out there for things that are vaguely rel ated
the practice of medicine. And | think you want to avoid

| s that what you nmeant, John or Barry,
governnmental regulation in here, nodes of governnental
regul ati on?

MR. SIEGEL: | think what that second sentenc
means is that the regul ation of medicine should be
medi ci ne-i nformed, to coin another new phrase, not just
risk-informed but nedicine-informed. It has to be viewed
t he context of the overall practice of medicine.

CHAI RMAN STITT: | think that is what this sa
but my comment is | like the voluntary standards. That K

comng up in all of the material we've been given. W' ve

di scussed it all nmorning. So it makes a reasonabl e addi t|i

pdes

al

to

t hat .

D

y'S,

eeps

Do you want to --
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MEMBER SWANSON: Can | make a notion to anend
t hat ?

CHAI RMAN STITT: Yes. That's what | wanted t
get to next.

MEMBER GRAHAM  Coul d Denni s read back the
proposed anendnent to the original notion because | didn
follow it?

CHAI RMAN STITT: Now, we've done this before,
t hough. | know we will wal k ourselves through this. Go
ahead, Dennis. And we have to deal with that next.

MEMBER SWANSON: | propose that the second
sentence of Item 2 under Option 2, which would becone It¢€g
under your notion, --

MEMBER GRAHAM  Correct.

MEMBER SWANSON: -- woul d read, "Assessment o
the risks. Justifying such regulations will reference
conpar abl e risks and conparabl e voluntary standards and n
of regul ations for other types of nedical practice.”

MEMBER GRAHAM So it is the addition of the
words "voluntary standards"?

CHAI RMAN STI TT: That's correct.

MEMBER SWANSON: "Vol untary standards," yes.

CHAI RMAN STITT: Are we ready to vote on that

MEMBER GRAHAM | accept that.

—

m 3

pdes

~NJ

DR. ALAZRAKI: Can | just --
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CHAI RMAN STI TT: Naom ?
DR. ALAZRAKI: What about the idea of governn
in there for government regulation? Could we have sone @
di scussi on of that?

CHAI RMAN STITT: MW feel was that that was

inplied that regulation referred to governnent regul ati on.

don't know if it needs to be overtly stated.

DR. ALAZRAKI: Okay. Barry, | think that any
regul ations that you can think about in other parts of
medi ci ne are by voluntary organizations, and they're real
gui del i nes.

MR. SIEGEL: What about the JCAH? Now, that'
not a voluntary --

DR. ALAZRAKI: That's a private organization.
It's totally voluntary.

CHAI RMAN STI TT: The FDA regul ations for
manmogr aphy, those are not voluntary.

DR. ALAZRAKI: Those are not voluntary, corre
but those are inplenented through the Anerican Coll ege of
Radi ol ogy. The FDA has nore or |ess turned that over to
prof essi onal society.

CHAI RMAN STITT: Do you want to deal with the
amendnment we've got? And then if sonmebody wants to make

anmendnent to stick "governnent" in there, we could do tha

<

[°2)

t he

an

—

separately.
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|"d like to vote on the anmendnent to the notipn,
and the amendnent is to insert "voluntary standards"” folllow ng
the word "conparable."™ Everybody in favor?

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

CHAI RMAN STI TT:  Opposed?

(No response.)

CHAI RMAN STITT: All right. |Is there an intefest
of the group to insert "governnment regulation"” or is therle an
interest of the group to insert "governnent"?

(No response.)

CHAI RMAN STITT: Okay. |If there's no notion,
then let's deal with what we have on the floor. And becguse
you nade it, you repeat it.

MEMBER GRAHAM  You have to be ki dding.

CHAI RMAN STITT: Well, as | understand it, it|was
to nove Point Nunmber 3 --

MEMBER GRAHAM  "The Advisory Commttee on the
Medi cal Use of Isotopes is reiterating its recommendation to
the Nucl ear Regul atory Conm ssion that the statenment of
general policy to guide regulation of nmedical uses of isdtopes
woul d be changed,"” that Item Nunmber 1 would have no change,

t hat the sequence of the following two itens woul d be
nodi fied. I|tem Nunber 3 would now beconme Item Nunber 2 with

no change in the wording.
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Current Item Nunmber 2 would becone |tem Nunbe
with the addition of the wording "voluntary standards and
Into the second sentence that refers to the assessnent of
ri sks.

MEMBER WAGNER: Point of clarification. That
for Option 2.

MEMBER GRAHAM  This is Option 2.

CHAI RMAN STITT: All right. Let's vote.

MEMBER GRAHAM Cal |l the question.

CHAl RMAN STITT: Those in favor of the notion
t hat was just eloquently stated by John Graham raise you
hands.

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

CHAI RMAN STITT: Those not in favor?

(No response.)

CHAI RMAN STI TT: 11: 31.

MR. SIEGEL: Judith?

CHAI RMAN STITT: Sir?

MR. SIEGEL: There nmay be sone confusi on about

how former Option 2 actually reads in terms of where the
i nserted phrase goes. Dennis, why don't you read it and
insert the phrase you have in mnd just to get the record
straight?

MEMBER GRAHAM Do you want ne to read it?
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CHAI RMAN STI TT: Go ahead, John. You seemto
t he reader.

MEMBER GRAHAM  \What is now the third phrase
our recomrended general policy would read, "The NRC wi ||
regul ate the radiation safety of patients only where just
by the risk to patients, and only where voluntary standar
conpliance with these standards are inadequate."” There's
change from what we voted on in April

The second sentence woul d now read, "Assessne
of the risks. Justifying such regulations will reference
conpar abl e ri sks and conparabl e voluntary standards and n
of regul ations for other types of nedical practice.”

CHAI RMAN STITT: Everybody clear in the back

(No response.)

CHAI RMAN STITT: All right. W're going to h
an hour for lunch. | want you to be ready to roll at 12:
We' ve got a rough afternoon, one of your favorite topics:
qual ity management programs. We will not be allowed to b
until it's down.

(Wher eupon, a luncheon recess was taken at 11

a.m)

be

i fied

ds or

no

ndes

r ow?

AV e

30.

r eak

36
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A-F-T-EFR-NOON P-ROCEEDI-NGS
(12:41 p.m)

CHAI RPERSON STI TT: Everybody ready to roll?
Let's see, what is the time limt. W have two hours to
Sam Jones di scuss with us quality managenment program

MS. HANEY: Sam Jones is a nenber of the work
group and is going to do the presentation on quality
managenent program but before he started, | would just |
to draw everyone's attention back to the SRM that got us
started on this, the DSI-7. It's not necessary for you t
reference back to it, but basically what it gets at is tNh
the Comm ssion said that the quality managenent program
provi si on should be re-eval uated and revised to focus on
requirements that are essential for patient safety, EG
conform ng, confirmng patient identity, requiring witteg
prescriptions and verifying dose.

To the maxi mum extent possible, the requirene
shoul d be revised to be risk informed, giving this object
m xed approach of performance based rul es and otherw se
prescriptive regul ati ons shoul d be pursued.

| guess | amjust nmentioning that because to

bring to hone that no QW is not an option. W are real

hear

ng

i ke

o

at

t hose

nt s

ive a

y

goi ng

starting with this as our baseline of direction and then
fromthere. It is under the section that is update of
revision of part 35. |It's one, two, three, four pages ddg
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So when you are considering Sam s presentation and the
alternatives that the working group put forth, this was t
starting point for those discussions.

Ckay. Sanf

CHAI RPERSON STI TT: Sam you and | tal ked abo
how we like to try to run these two hours. Wy don't you
review that for the group?

MR. JONES: Okay. What | would like to do is
have the slides. | have the slides over here in the
projector. Then Pat has electronic versions of the slide
al so an electronic version of the rules. | want to accon
four things within the next couple hours here. | want tg
start off with a general review of the full alternatives
wer e devel oped by the working group and the steering grou
We have them el ectronically.

As we go through those four alternatives, we
going to try to get those comments in real tine on this

proj ector over here so you can see them and we have them

captured electronically. It wll save us sone tine |ater

The second thing | want to do is actually rev

the rule itself, go through each section of the rule and

for all the conmttee to be reading the rule |anguage, whi

will be electronically on your left. W' Il go through it

section by section. Then |I want you to look at it and s3g

he

s and

Pl ish

t hat

Al €

ew

t hen

y is

there a specific problemw th this section. What is the
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problem ldentify the problemand state why it's a prob
Then conme up with a resolution for the problem

The third thing would be we'll go through the
pros and cons for the four alternatives that were devel og
our work group steering group. That information is in yg
briefing books, as well as the rule |anguage.

The last thing I would like to do is take a f
mnutes to let you tell us anything that you think m ght
anot her alternative that we haven't thought of.

| s everybody agreeable to that format? Let's
just try to step through it. Penny is going to keep me h
on the tinme over here.

The first alternative was to maintain the cur
requirements. It's essentially going with the status qug
change at all.

MEMBER NELP: Next .

MR. JONES: Okay. The second option would be
have a witten QW only. Essentially that would be A of
current status quo or the current rule.

The third one would be to require a quality
managenent programretaining a witten, or actually reta
each witten directive and a record of each adm nistered
dosage requiring a witten directive, and for the |icense

perform audits.

ed

ur

1)
=

be

on

em

by

est

rent

a

n

e
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The fourth one would be to require the qualit
managenent program which is essentially A to retain recd
of adm ni stered doses and keep the witten directives, an
then to retain records of recordabl e events.

Now | want to go back through and start with

first one. W're going to go through the pros and cons
But maintain the status quo. [|'Il tell you w
let's do. Let's go next and we'll cone back to this. It

m ght be better if we go through the actual rule | anguags

Itself.

So the current rule language is in alternativ
one. If you | ook behind alternative one, it gives you th
current rule | anguage. The rule | anguage will be

el ectronically up here as well.

CHAI RPERSON STI TT: We're on page three, for
those of you who are working off the paper, right?

MR. JONES: There's only one file on that one

Let's read from here then, section AL \What |
would Iike fromthe Commttee is to read section A, deter
is there a problemwith section AL VWhat is the problem g
what needs to be fixed? O can we say that section Ais
and we can nove.

VWhat | amtrying to do is determ ne what you

isis the problenms with individual sections of the QM rul

rds

d

ater.

hat

D

e

m ne
nd

okay
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CHAI RPERSON STITT: Is it correct that sectio
is a part of all the four alternatives? That's the way I
it.

MS. HANEY: There is a section A, but the sec
A's do not match. Basically what happens is alternative
gives you all the A, B, C, et cetera. For the rest of th
versions, alternative A becones that part of a QM progran
t here shoul d be sonme objectives.

So there is a conparison, but it is not a
verbatim conpari son because we started to nake some chang
the rule text.

MR. JONES: If we didn't change 3532 A at al
woul d that be a probl enf

CHAI RPERSON STI TT: John, did you have a comm
or are you just gasping?

MR. GRAHAM It's a process question. Could
have the Comm ttee discuss the four options and identify
whet her there's a clear consensus on a preferred option 3
t hen probably discuss the difference between the current
| anguage and the | anguage that would be introduced under
preferred option?

CHAI RPERSON STI TT: That is how we worked the
first section. |Is there a reason you want to do it

differently? | think we're struggling.

r ead

i on

one

e

—

es in

nd
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MR. JONES: We could do that. W could do th
Okay. What | was thinking of doing first, you know, we h
options in the back that we will discuss. | was trying t
right up front, you know, identify the problens with the

current | anguage.

Okay. Let's go through each alternative thenfi

you want to. We'll forget the rule | anguage for now. It

getting a little cunbersone.

No change. Okay. The perspective here, this

t he perspective of the NRC working groups and the steerin
group, the pros and cons. The first pro would be no
addi ti onal regulatory burden of licensees, status quo, ng
woul d change.

The second pro, well you can read through the
pros and cons. Do we have any comments on these pros and
cons?

M5. HANEY: Well, Sam | would say why don't
just go through all the alternatives, present them and t
we'll just open it up to the group to discuss it.

MR. JONES: We'Il go through all the options?

CHAI RPERSON STITT: Yes. | think so.

MR. JONES: Okay. Go back to page one.

MS. HANEY: What the working group basically

is we decided, you know, we always use status quo as the

at .
ave

0 see

g

t hi ng

you

hen

alternative. For any alternatives after that, we said wh
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inportant to a QM program There is a requirenment for sdg
obj ectives. Whatever those objectives may be, we're not
to say right now. But you need to have an objective.

Then the next inportant part is an audit. Th
the next one is sonme record keepi ng conponent of that.

So all the different alternatives are really
different variation of those three things. Once you get
beyond that step, then we started |ooking at if we were t
change rul e | anguage, rather than being as prescriptive i
al ternative one where we said that prior to each
adm nistration a witten directive is prepared for and we
tel et herapy, ganmm stereotactic, brachy therapy, we just

at that point to nmaybe taking it to a dose base, that say

only a witten directive is required if you are greater t
50 rem

There are several benefits to doing it that w
One of course is with energing technologies. It's also ¢

a licensee nore flexibility in taking sone of the
prescriptiveness out of the rule.

So those are sonme of the things that you star
see in the rule text. So the first thing is fromthe
st andpoi nt of which conmponents of the QW program do you
are inmportant. Can you live with just objectives or do Yy

need the further variations of it? Then after that, mayhb

ne

goi ng

D
>

go

went

ng

han

Ay .

i ving

f eel
ou

e as
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you deci de on what alternative you would |like to have, th
can start looking at the rule text.

CHAI RPERSON STITT: If you could tell us how
t hrough four vary, | think that will --

MR. JONES: Cathy, you put this together, so
can do sone of this for ne, okay?

MS. HANEY: ['Il tell you what caused this to
come about. As the working group nenber devel oped these
different things, | started reading through the different
alternatives and | started asking nyself what was differe
bet ween one and two, and two and three. So | was respons
for these charts being created, which |I'm not sure the ng
of the working group were thrilled about.

But anyway, what we went through are in our
m nds, the key itens for consideration. |[|f you |ook, the
items are really reflected in the pros and cons. In sone
cases, we turned say a con into a pro statenent just to h
it fit into this table a little bit better.

So we always felt that no matter what alterna
we were dealing with, that you needed sonme type of object
Then we felt the next key thing was the audits. 1In only
alternative one and three did we put in an audit requiren

The next thing that we considered was the nee

retain witten directives and the records of adm nistrati

en we

pne

you

nt

i bl e

mber s

Se

ave

Live

i ves.

ent .

d to

on.
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Again, that just showed up in alternatives one, three, arn
four.

The next item was whet her they needed to subm
the QW licensee needed to submt to NRC. That was only
stat us quo.

Then whether the |licensee was required to
mai ntai n recordabl e events. That showed up in alternatiVv
one and three.

Now this is where the recordable events becom
little bit of a sticky issue because recordabl e events
surfaces again tonorrow afternoon when we start talking 3
the threshold for reportable and recordable. So dependin
what alternative you take there under that, you may no |g
have recordabl e events, so this last itemis npoot point.

MEMBER SWANSON: Actually there's an error th

I[t's not under option three. It's under option four.

MS. HANEY: Okay. We'll stand corrected on t
So you might want to just, if you approach it fromthe wa
wor ki ng group did, it's what's inportant to a QM program
these Xs you may be able to kind of focus down on one of
alternatives.

CHAI RPERSON STITT: Okay. | think we are get

there. Do you want to spend nore tinme just explaining tw

d

under

es

bout
g on

nger

hat .
y the
with

t he

[ i ng

/O

t hrough four or do you want us to junp in?
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What does the group feel like you are ready t
do? Junp? John is ready to junp. How about the left si
We're kind of in the dark. Looks like they are anxious.
Okay.

MR. JONES: Is a witten quality managenent
program which is common to all these, necessary first of
Do we all agree that you need a witten QW?

CHAI RPERSON STITT: | think we were told we h
no choice. So we can all agree on that.

Jeffrey, you are wi de awake. Go ahead, take

DR. WLLIAMSON: Why are you calling it a qua
managenent progran? | nmean what is the purpose of it frg
your perspective? What is the sort of bottomline? | ng
"Il tell you what |I think yours is. | think it's to sor

regul ate the accuracy of treatnment delivery relative to t
physician's prescription. That is what you nean to go in
qual ity managenment program isn't it?

MR. JONES: Right. What the physician
prescri bed.

MS. HANEY: And as far as the termquality
managenent program | think we have the flexibility of
changi ng the name. W would of course have to justify th
name change and go into that, but for the sake of the sha

time franme that we were dealing with, we didn't want to

de?

all?

ad

ity
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he
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e
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into let's call it quality sonmething sonething else. It

easier just to work with this term

DR. W LLIAMSON: | guess it is easier for ne
|i ke participate in a discussion if | sort of understand
it is about. | guess we all agree it's about regul ation

quality or accuracy of treatnent froma technical point g
Vi ew.

CHAI RPERSON STI TT: Regul ati on of what? Qual
or accuracy?

DR. W LLI AMSON: Technical quality and accura

CHAI RPERSON STITT: | don't think we have tim
tal k about the name change, but | do agree that quality
managenent, | mean it's invoking all of the business thed
CQ and a whol e bunch of things that fall within that. T
Is not a quality managenent programin the sense that prag
anybody in business would use it. So when you have tine
tal k about nanme changes, | think that it would be appropr
to change it to what it is, which is regulating the doses
physi ci ans prescri be.

So now that we have the name discussed, let's
tal k about the content. Yes?

DR. WLLIAVMSON: | could just make a sort of
procedural suggestion to --

CHAI RPERSON STI TT: We're open to nost anyt hi

was

what

of

—

ty

[42)

to

ry of
hi s

babl y

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

141

DR. WLLIAMSON: | think in any kind of a sor
a regul atory package focusing on accuracy of treatnment, i
probably woul d be hel pful maybe if we focused on part A,
is common to all these alternatives and nmake suggestions
whet her we think those are good objectives or not.

CHAI RPERSON STI TT: But A actually changes, a
Cathy pointed out. A is only Ain alternative one, which
status quo. It is different in the other ones.

MEMBER SWANSON: Can we nmake coments on the

general things, the general categories of requirenents.
examl e --

CHAI RPERSON STI TT: Start there.

MEMBER SWANSON: We have no choice. W are g
to mintain a QW. | don't think we need audits. | fran

think we probably need to retain witten directives and
records of adm nistered doses. | don't want to submt a
nodi fication to the NRC, and | don't want a requirenment t
record reportable events. | nean that's the way we | ook
it.

MR. JONES: Let's start with the audits, the
internal reviews. You feel that they are not necessary t

a regul atory requirenent?

I of

whi ch

192}

For

DI Ng

kly

o

at

o0 be

sary

MEMBER SWANSON: | don't think they are neces
to be a regulatory requirenent. Fundamentally, at our
institution, | think nost institutions, when we have an ¢
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we do look into it, we do follow up on it as per the
requi renents.

| am not sure what the purpose of the audit
function is to begin with. All of those things are repor
to our radiation safety office. They are maintaining an
ongoi ng audit of us at all tinmes. | can never really
under st and what the purpose of that audit function was tdg
begin wth.

MR. JONES: You are saying for your facility
that's standard procedure to do that, in absence of a
regul ation.

MEMBER SWANSON: | think it's going to be
standard anywhere. | nmean | can't inagine a facility tha
we're not going to report these things to a radiation saf
office as part of their policies, standard policies and
procedures that are out there. O if it doesn't have a
radi ation safety office, if you are a |licensee, the |icen

is going to be -- | mean the burden falls on that individ

anyway. So they are going to be notified of those eventg.

mean | think that is standard practice that those things
going to be reported to the radiation officer through the
| i censee.

MR. JONES: So you are saying it's being done

under voluntary conpliance?
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CHAI RPERSON STI TT: Let's hear from sone ot he
institutions. Jeffrey, and then Ruth?

DR. W LLIAMSON: Well, at Washi ngton Universi
in the brachy therapy program of therapeutic
radi opharmaceuti cal program we have a very carefu
i npl enmentation of the NRC audit requirenents, ever since
rule was i nplenmented. In my experience of having spent 9§
of time on these audits, it has not turned up one inciden
clinical significance. What it has turned up is sinply
I nconpl ete paperwork, maybe that we have had to address,
there has not been one incident |I can recall where it has
contributed to the quality or inprovenent of one single
radi ati on oncol ogy patient's treatnent.

So | consider it as sort of a purposeless
requirement. It doesn't do anything. [It's not the pring
mechani sm by which we catch errors. It is an unrealistio
at how brachy therapy | think is practiced, to think that
are going to find something with a very high Iikelihood f
this nmet hod.

The way one avoids errors and detects themis
having a very carefully designed, perspectively designed
executed treatment delivery process with a | ot of checks
the way that nmonitor the different actions that happen, n

goi ng over a bunch of paperwork, because there's just not

t he

| ot

but

ry
| ook
you

rom

and
al ong
ot

hi ng

to really be | earned.
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We do do various sorts of voluntary record au
of all kinds in our institution that are simlar to the (
They are directed at specific problens we're trying to sdg
If it has come to our attention we have a certain problen
sonme kind of record keeping quality or accuracy, it m ght
nothing to do with the NRC requirenments, we'll undergo an
audit to find out what the problemis, inplenment a soluti
and then test whether it works. When we are satisfied th
solved the problem we will stop and nove on and focus tqg
ot her problens. So it seems it's just not a useful
expendi ture of resources.

CHAI RPERSON STI TT:  Thank you. Rut h?

MS. McBURNEY: Conming from an agreenent state
program that has not inplenmented the quality nmanagenent r
sinply because of the cons shown on option one, we felt t
it was a regulatory burden on the agency itself as well 9§
regul atory burden on the licensees. | would prefer to seg
programthat required the licensee to establish and maint
sonme sort of quality managenent programand to retain theg
witten directives and records of adm ni stered doses, and
dependi ng on what happens with the definition of recordab
events, to have that one in.

So perhaps a nodified option four would be th

preference that | would |like to see.

dits
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CHAI RPERSON STITT: | think we are getting
sonewhere. Let's keep trucking. How about this line? T
he is. Go ahead.

DR. SIEGEL: | just want to reiterate what Je
said, which is | think the purpose of the audit is part ¢
original QW or quality managenent rule was based on the

belief that |icensees would detect precursor events and W

self correct before they turned into real problens. | thi

experi ence has shown that these audits are really not an
effective mechanismfor finding precursor events. So |
reiterate what Jeff says.

VWil e I have got the m crophone for 30 second
will say that when Samand | were playing with actual wor
for the entire rule as it applied to nuclear nedicine, wg
actually proposed that this section be called
radi opharmaceuti cal adm nistration procedures. There was
simlar |anguage | think coined that went with brachy theg

and tel etherapy, so that that's a way out of calling it (

her e

f the

oul d

[°2)

di ng

rapy
M

It achieves the sanme objective without getting confused With

this termthat none of us really understand.
CHAI RPERSON STI TT: Thank you, Barry. That m
sense.
So of us who have been through JCHO and certa

John probably has those regul ati ons nenori zed, you have t

hkes

nly

o

| ook at a whole variety of things. |f you have been | ook
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at these things, find that you have no problemw th them
they are not contributing to your overall quality progran
then those no | onger have to be | ooked at. That is sort
what | am hearing froma nunmber of the clinicians here.
have been doing this, and we have been doing this. It's
hel pful. It did not pick up precursor events.

| think Sally nmade those coments to us when
presented the last neeting. |t sounds |ike what | am heag
what we're saying is that there is sone reason that audit
be I eft blank under alternative.

Sonebody over here. Naom ?

DR. ALZARAKI: Just another exanple of why th
audit is really just paperwork and not really useful. M
departnments, and I'min nuclear nmedicine, really the nung
t herapy adm nistrations given is small. | know every sin

therapy adm nistration given anywhere in four hospitals t

Il'"'mat at any given tinme. To audit that is useless to ng.

have been through all of these and if there has been an g
made, which is very very rare, particularly in a therapy,

woul d be tal king about that for years.

So to audit all of these adm nistrations, we
t hem

MR. JONES: Does anyone have any experience W
audits? | have heard everyone say that audits are not

wher e

of

We

not

D

st

er of
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hat
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rror

know

th

necessary, we don't need them they are not useful.
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CHAI RPERSON STI TT: That's what you are heari pg.

John, you had a comment you wanted to make.

MR. GRAHAM This is a procedural question.
Could we do a straw poll of the Commttee's preference in
option one, two, three, and four? Then if we determ ne tlhat
there was a fairly strong consensus towards one of the
actions, we could focus our discussion in that direction?

CHAI RPERSON STI TT: Well, | actually prefer gping
down the key itenms for consideration and then seeing wherle we
come up with. | think we are honing in on that, but | tRHink
it makes nore sense to discuss the specifics, which are t|he
key items, rather than the alternatives.

MR. GRAHAM We're just going to go down this
list?

CHAI RPERSON STITT: Yes. | amready to nove from
audits unless there's anybody with a final cogent conment|.

MEMBER SWANSON: | make a notion that whatevef
you want to call this, the quality managenent rule, does |not
i nclude an audit.

CHAI RPERSON STITT: Al right. W have had all ot
of discussion. |Is there anybody that has sonmething to add
t hat hasn't been brought up at this point?

MEMBER WAGNER: Second t hat .
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CHAI RPERSON STI TT: That was a second? Let's
vote? Any discussion? All those in favor of the notion?
Those opposed?

Al right. W're on aroll. 1 think we're

noving into this now.

MEMBER SWANSON: WAs the count unani nous, Mad
Chai r man?

MR. GRAHAM | think everyone voted in favor.

CHAI RPERSON STI TT: Everybody voted in favor.
Everybody who can vote voted in favor. 1Isn't that correg
didn't see any negatives.

MEMBER FLYNN: | did, but this doesn't nean t
a licensee, they can't have a voluntary audit.

CHAI RPERSON STI TT:  Absol utely.

MEMBER FLYNN: It doesn't have to be part of

QWP, but it doesn't nean that there can't be a voluntary
audi t .

CHAI RPERSON STI TT:  You can do anything you w
to voluntarily, Daniel Flynn. W're talking about feder§d
governnment regulation. In the privacy of your own hone,
can do that.

|'"mready to move on, Jeffrey. What do you w

DR. W LLIAMSON: | think sonehow | have gotte

sense we have left Samwith the inpression that audits ar

A M

hat

e
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usel ess tool under any circunstances. | don't think that|

true.

MR. JONES: No. The issue is is there necess
for a regulatory requirenment to require an audit.

CHAI RPERSON STITT: Al right.

MR. JONES: What | amgetting is that no, bec
t hey are being done on a voluntary basis.

CHAI RPERSON STI TT: There we go.

Next. Licensees are required to retain writt

directives and records of adm ni stered doses. Let's disg

that. That appears in alternatives one, three and four.

Cee, why do the physicists have their hands u
Lou?

MEMBER WAGNER: | just have one question. Go
back to what the phil osophy of the ACMUI was, was in rega
to how the NRC should act. |Is this not conmmon practice t
have a written directive and a record of adm nistrative d
I mean is there really a problemout there? 1Is it going
sol ve a problem by having it as a regul ation? Have we
identified that there is a real need in terns of a problsg
That's just information. |It's a question.

CHAI RPERSON STITT: Well, this is how we all
practice. |I'mnot saying that it's a requirenment for any

of regulation. But if you are prescribing penicillin or

ary

AusSe

ng
rdi ng
0
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you wite it down in one fashion or another and it is put
sonmewher e.

So that was your question that you sort of wa
to | eave out there for us to be thinking about.

MEMBER FLYNN: | was trying to answer his

guesti on though.

CHAI RPERSON STI TT: But Jeffrey had his hand
first.

MEMBER FLYNN: Okay. Sorry.

DR. WLLIAMSON: | was going to try and answe
t he question too. Hospitals spend hundreds of mllions @
dol l ars every year trying to maintain the integrity of
records. | nean is there, going back to our statenent, g

review of the nedical policy statement, is there some prg
with the sort of maintenance of that practice standard or
adherence to that practice standard? It just seenms it's
necessary to make it a requirenment because there is such
primary enphasis of all health providing organizations.

MR. JONES: So you are saying this is standar
practice, is what you are sayi ng.

CHAI RPERSON STITT: This is a standard of
practice, absolutely. | mean if you | ook at any external
record which is what, 95 percent of all radiation oncol og

is chronicled in detail.
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VEMBER FLYNN: That's true nost of the tine, put

when | was in the ACR accreditation commttee, | was chai|r man
of the pass/fail criteria. | |ooked at all the institutilons,
which | will not name, who did not pass ACR accreditation,

| ooki ng for common root causes, because Dr. Hanks, who is
chai rman of the commttee and knows a lot nore than | do,
t hought that that would be useful for ne to do that, and|l
it.

There were several prograns which the radiatipn

oncol ogi sts insisted on giving oral directives, where we [would

never countersign. That was one institution. Another

institution, the brachy therapy was so poorly docunented|as to

—

when it was put in and when it was taken out, that both g

~—+

those two institutions were not given ACR accreditation 3
that tine.

So it is probably not a common practice today

These tend to be ol der practitioners, by the way, also. [But

think that is going to be a rare event. It probably is very

unusual . But of the hundred sonme odd prograns that appliled

—

for accreditation, these are two prograns of about 10 th3g
didn't get it. There were good reasons.

CHAI RPERSON STI TT: But | think you made a vefy

interesting statenent in describing that story. These pqgople

didn't nmeet accreditation standards. The standards are det
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as voluntary standards by one of the national, | nmean theg
nati onal organization in the country. So --

MEMBER FLYNN: But they continued to practice
that way. | think there's a jeopardy to patient health 3
safety. The ACR couldn't force to do the right thing. B
am sure these institutions have changed their ways and |’
sure these practitioners, both of whomwere quite frankly
| ot ol der than the average practitioner and had very stul
ways of | ooking at things, didn't feel they had to conply
a certain standard of today that we all train in.

CHAI RPERSON STI TT: Naom and Barry?

DR. ALZARAKI: We are of course tal king pract
of medicine here. Everybody is aware this is practice of
medi ci ne, not radiation safety. But in terns of practics
nmedi ci ne, in using radionuclides unseal ed sources for
t herapeutic adm nistrations, the dosages prescribed can V
So it is an individual patient decision frequently as to
dose you are going to use for a given patient. It could
100 mllicuries, it could be 150, it could be 200, it cod
400, dependi ng upon what we're talking about.

Of course all of that would be recorded in th
report which is dictated, but that's done after the fact.
Before the fact, it is either a verbal order for a partig

dose which is going to be different frompatient to pati€g

nd

ut |

ce

of

ary.
what
be

| d be

D

ul ar

nt

for the sane type of disease perhaps. So |I think that in
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terms of practice of nedicine, it's reasonable to say theg
shall be a prescription witten for these doses. | don't
that it is the NRC's purview to wite this as a requirens
but | agree that in terns of practice of medicine it's
reasonabl e.

CHAI RPERSON STI TT: Barry, you were next in t
l'ine.

DR. SIEGEL: |If you go back historically and
thinking chiefly froma nucl ear nedicine point of view, t
problems that led to the QM rule being formed in the firs
pl ace derived often fromoral instructions that were
m sunderstood. Part of the original version of this rule
really a prescriptive rule that said there should be a w
directive. Then everybody got upset about that and they
turned it into a performance based rule, which nmeant that
had to wite a programthat said that there shall be a w
directive, which is basically the sanme thing.

There is, | think, enough evidence from past
experience to suggest that certain relatively high risk
activities warrant telling the people who are going to do
in witing that they should do certain specific things, r
than just letting a tel ephone communi cati on or shouting d

the hall be the basis.

| f you accept that prem se, then the questionji

know

nt,

he

ust

he

—+

was

itten

you

itten

t hem

at her

own

what | evel of confort should the NRC have in know ng that
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have i npl emented the process. One approach would be to s
said | didit, therefore trust me. But that's not the wg
governnment often works. They want sone record that in th
event there's a problem even under a performance-based
approach, you have to be able to investigate to understan
the problem occurred with that particular |icensee.

As a very mninmum keeping these records in a
auditabl e form provides the NRC that |evel of confort tha
they can go into an institution and figure out what happeg

| f you think about where these records woul d
absent a witten directive kept in nuclear medicine or
radi ati on oncol ogy, they would be buried in the charts of
of different patients and would be exceedingly difficult
audi t .

So | would argue for retaining the witten
directive and retaining the retention of witten directiV
a necessary evil of keeping this rule in place.

CHAI RPERSON STITT: Al right. Let's start d
here. Anybody want to -- Ruth and then Jeffrey.

MS. McBURNEY: He hit on what | was going to
That al t hough everybody here probably has witten directi
and so forth, we are | ooking at m ni mum standards that ar
audi tabl e and i nspectable. So this is one nmechani smthat

NRC or an agreenent state could actually see, that this g

ay |
y the

e

d why

—

ned.

es as
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of it was being done.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

155

CHAI RPERSON STITT: | amgoing to let Lou and
everybody on there has a comment. Lou, Theresa, Jeffrey.
MEMBER WAGNER: | think the inmportant thing h

is that there is no other regulatory agency that is overs
this type of witten directive and requiring witten
directive. | nmean | guess if the FDA requires it, we wi
prescriptions for prescription drugs, et cetera. W havs
kind of thing. But we don't really have that for sone of
radi o therapy procedures. The FDA doesn't oversee that.

So there is no other mechani sm by which we ca
get that. In lieu of the fact that there is no other
mechani sm and there certainly is a potential for a major
problemfromthis, putting those two things in conbinatidg
woul d vote in favor of retaining itemthree until such ti
we can get a health oriented, nedically oriented regul atg
body to take over this.

CHAI RPERSON STITT: | didn't think you were g
tolet it go without a qualifier.

We are starting to cone together on this.
Theresa and Jeff? Then we're going to see if sonebody wg
to make a notion.

MEMBER WALKUP: As part of the medical dosine
community, | have in order to protect us, we really do ne

have that witten directive. O herw se, we are taking th

t hat

t he
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Into our own hands. W need that. We need to fill a def
prescription of the doctor's orders.

CHAI RPERSON STITT: Jeffrey?

DR. WLLIAMSON: | didn't realize we were
debating the i ssue of whether a witten directive should
created or not as regulatory requirenent versus record kg
requi rement that | question, whether there is any evideng
need to have.

So | want to go on record saying | agree
conpletely with the utility of having witten directives.
fact, if there's one part of the quality managenent sort
constellation of regulations | like, it is the requirenmen
that a written directive be witten and signed by the
attendi ng physician. But | disagree that we need to have
speci al federal requirenment to keep the witten directiveg
treatment records in the sort of auditable form

My inpression is is that there is not a mjor
problemin this country with retaining those records. |
really can't imagine an institution witing a witten
directive and making a treatnent record and then throw ng
away. Occasionally through no one's particular fault, yo
know, an occasional patient record or chart nmay be incony
or parts of it lost. That happens. | don't think

institutions should be punished for very small error rate

record keeping that is bound to occur in any large instit
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that's trying to manage this huge amount of informtion
regardi ng patient treatnents.

CHAI RPERSON STITT: In its nost sinplistic vi
if we can trust Barry, it is really retaining sonething t
we're already doing, but putting it in a |ocation where
easy to find. Now what are the pernutations of that that
us into trouble?

John?

MR. GRAHAM | am going back to the staff
requi rement meno, that the quality managenent program
provi si ons should be reeval uated and revised to focus on
requi renments that are essential for patient safety, e.g.
confirm ng patient identity, requiring witten prescripti
and verifying dose.

Now it was presented to us that's a given. S
ski pped any di scussi on about whether this whole thing is
practice of nedicine and shouldn't even be a point of
di scussi on.

CHAI RPERSON STITT: Wuld you like to nake a

noti on?

MR. GRAHAM We are talking about it. Nowth
is one of the fewtimes | disagree with Barry. | guess |
bei ng nore Republican. | think if you start to set up th

retention of witten records, it is retention that is uni

t hose

ons

am

e

quel y

different in options one, three, and four. Option two in
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| anguage that's in our packet requires a witten directiV
It does not require retainage. More inportantly, it does
require retaining in a specific format to facilitate fede
audi t .

| think as soon as you get into retaining, yo
are headed down a slippery slope where you beg for an out
audit periodically. W have an extraordi nary nunber of
conplicated, potentially very dangerous procedures that 3
performed in nmy hospitals every day. We have sone incred
records that docunment what as done and who ordered it, an
it was performed. W don't seemto have any difficulty
audi ting open heart surgery or neuro surgery, or the
adm ni stration of a very lethal drug. | don't understand
these specific prescriptions are any nore difficult for u
review and nonitor than any other nmedical informtion we'
currently collecting.

MEMBER NELP: They are currently retained. T
is no question that they are retained for |ong periods of
time.

MR. GRAHAM  For regul atory purposes.

MEMBER NELP: No. Your hospital retains --

MR. GRAHAM  Medi cal records have | ega

requirements to keep themin there for seven years, mnin

e.
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CHAI RPERSON STITT: Okay. Lou, and then sone
be thinking about a notion because we're going to have tg
one way or the other.

MEMBER WAGNER: Yes. That is a very inportan
poi nt that you make, John and Jeff. The issue is whenevs
regul atory body requires us to keep records, the regul atag
body should ask itself whether keeping of those records
actually conducive to the protection of an individual or
end goal for the stated direction or charge of what they
trying to do. O is that record being kept so that a
regul ator can cone in and go check it off easily and then
| eave. That doesn't necessarily add to patient care.

Then we keep getting these burdens where we h
to do stuff that's not related to the patient care. |It'§g
regul atory requirenent and we do it for the regul ators.
shoul d be doing this stuff for the patients. It is clear
the witten directive is required. That is a standard of
practice. | agree with the idea that now they snuck in t
records of adm nistered doses as an additional thing, sor
i ke Congress always attaches things to bills and wants t
t hem put through.

So in this case, | would recomend that the
Committee -- | would like to nove that the Conm ttee enddg

itemthree only in the first clause, the |icensee be requ

body

go
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to retain witten directives, and drop the other part of
sentence, and records of adm nistered doses.

MEMBER NELP: Coul d you explain what that nea

MEMBER WAGNER: Sinmply that you have the wit
directive. There is a witten directive to be retained,
the patients' records, it will be sonmewhere. But you wan
keep a special log for auditing, which is the second part
t hat .

CHAI RPERSON STI TT: But we all have written
directives and we all have records of the doses adm ni steg
That is different than -- | nmean at face value, you can't
woul d not disagree with this but there is a different por
of this that's not on the paper. It's the second part of
cl ause that would be record keeping specifically for the

regul at ors.

MEMBER WAGNER: |'m sorry. But the problem -t

CHAI RPERSON STITT: So | think we have to be

careful about the nobtion that we nmake because we all retai

witten directives and records of how dose is adm nistere
MEMBER WAGNER: | agr ee.
CHAI RPERSON STITT: That is in the chart. Th
there for decades.

So how do we as a committee view the part tha

not on this piece of paper, but nust be somewhere, which

t hat
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we're keeping logs and retaining this for purposes of NRC.

There's something that's m ssing.
MEMBER NELP: | can respond for nuclear nedic
| think it's like Naom said. W just wite it down in g

every time we do it, and also put that in the patient's

medi cal record. But you can walk into ny shop and |I'm su
yours. | can give you, if you wanted to see what we have
since 1950, | can pull the books off the shelf and that'sg
record.

Apparently with radi oactive sources, you don
it. Qurs is very sinple to do and probably very commonl y
done. But with nmultiple treatnments or with conplex treat
with radi oactive sources, you don't' keep a separate | og
book | presune.

CHAI RPERSON STI TT: Yes, we do.

MEMBER NELP: So it seens |like we are doing t
sanme t hing.

CHAI RPERSON STI TT: So what is the question h
that we are supposed to answer?

MEMBER NELP: | nean you could audit ny
experience over the last three years in a matter of -- |
| could provide you with the material in a matter of fivsg
m nut es.

CHAI RMAN STITT: |Is the issue records being

ne.

book

done

ment s

entry

mean

avai l abl e for inspection? There's a con under alternatiV
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that just says -- refers to licensees retaining witten

directives and records of adm nistrati on. Thus, these reg

woul d either be or not be available for inspection.
So | think it's really the manner in which --

what we're already doing for patient managenent is being

collated, collected, put in the purple NRC book. | think

that's the crux of the matter.

MEMBER GRAHAM | woul d nove that the Advisor
Committee on the Medical Use of |sotopes reconmmend the
requi rement of witten directives and witten record of
adm ni st ered doses, peri od.

CHAI RMAN STITT: Is there a second?

MEMBER SWANSON: Coul d you repeat that?

MEMBER GRAHAM  The ACMUI woul d reconmmend t he
requi rement of witten directives and witten records of
adm ni stered doses, peri od.

MEMBER W LLI AMSON: Do we need to second it t
di scuss it?

CHAI RVAN STI TT: Uh- huh.

MEMBER W LLI AMSON:  Second.

CHAI RMAN STITT: All right, discussion?

Go ahead, Jeff.

MEMBER W LLI AMSON:  Well, 1 thought we were

di scussing the issue not of whether treatnent records woy

required and witten directives would be required, but wh
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we ought to agree or endorse a concept of having a feder§g
requiring us to retain said records in auditable form

So |l would like to nodify -- propose nodifyin
John's nmotion to add "but that we disagree that a federal
requirement to maintain said records of treatnment and wri
prescriptions is necessary for patient" --

CHAI RMAN STITT: O you can neke that a posit
meaning we -- we feel that no separate record keeping
mechani sm - -

MEMBER W LLI AMSON: We do not feel that a fed
| aw regardi ng mai ntaining or retaining of these records
necessary.

MEMBER NELP: Well, how about sayi ng naybe
mai ntai ned in accordance with the current standards of
practice, is what we're saying?

MEMBER W LLI AMSON: Well, | don't think a fed
| aw saying we have to keep themin accordance with the
standards of practice is needed. They're already, |I'm
argui ng, kept probably quite well in the vast, overwhel m
maj ority of institutions.

CHAI RMAN STITT: | think we're all trying to
the same thing. | think it's just getting the words on g
correctly.

Naom , you're noddi ng your head.

| aw
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DR. ALAZRAKI: Well, | was going to say the s
thing. As per standard of nmedical practice, witten

directives for doses adm nistered are regularly given or

written. A federal regulation would seem not appropri at€.

Also, it's practice of nedicine.

CHAI RMAN STI TT: Dan?

MEMBER FLYNN: Does it help if it's records o
adm ni stered therapeutic doses? Does that help at all in
terms of --

CHAI RMAN STITT: | think we ought to watch th
for the tinme being.

| think the first part of the clause is proba
where -- your sentence works fine, but we need sone qual
to indicate that we're not interested in having a regul at
define other |og books or other nodes of already duplicat
what we're doing once.

|s that one of the -- is that sone of the gis
what you guys are trying to say?

MEMBER W LLI AMSON: Well, | was trying to say
ACMUI agrees that the new Part 35 should require witten
directives and records of treatnent. Okay, end of senten

Second sentence: The ACMJI does not feel tha
patient safety requires a separate federal |aw requiring

retai ning and/ or mai ntenance of said records in any parti

At

fier
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formto facilitate federal audits.
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MEMBER GRAHAM Let nme attenpt a nodification
the noti on.

CHAI RMAN STITT: You have been known for that
go ahead.

MEMBER GRAHAM  The ACMUJI recomrends requiren
of witten directives and witten records of adm nistered
doses, but does not advocate the extraordinary retention
these witten directives or records beyond the normal pr§g
of medi ci ne.

MEMBER NELP: Well, that's pretty sensible.

CHAI RMAN STITT: All right, so we're getting
peopl e noddi ng up and down here. Looks like it's being t
up there for us.

We're appreciative. So far you're doing bett
t han we are.

MEMBER NELP: What is the legal basis for you
requi rement, John, in your hospitals? Wwo tells you that
have to keep your records, nedical records, for seven yeqd

MEMBER GRAHAM | believe it is state regul at
but 1'm not an attorney, so --

MEMBER NELP: | nean, sonebody tells us we ca
t hrow away our x-ray records for five or seven years.

MEMBER GRAHAM  But |I'm not sure who that per

of

SO

of

ctice

-
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on,

n' t

MEMBER NELP: Does anybody know?
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DR. SIEGEL: A starting point would just be t
law. | nmean, try defending a mal practice case and not h{g
any records. You'd have to at |east retain records for t

statute of limtation related to malpractice liability.

DR. ALAZRAKI: Which is?

DR. SIEGEL: Varies fromstate to state.

CHAI RMAN STI TT: Does the coment "does not"
we've got the first statenment that we're agreeing that wg
write things down and we hang onto them Does not advocg
retention of records. But aren't we also trying to --

MEMBER W LLI AMSON:  Wait a second. |It's not
we're not advocating retention of records, it's that we'r
advocating a federal requirenent to retain the records.

CHAI RMAN STITT: O to have a separate set of
records.

MEMBER GRAHAM  The word m ssing was the
extraordinary retention of records beyond the normal prag
of medi ci ne.

MEMBER SWANSON: But the issue is, | think, w
we're not advocating is that that has to be addressed in
regul atory space. Okay, the retention of records does ng
need to be addressed in regulatory space. It's standard
practice to retain these records, period.

We don't need a regulation to tell us to do t

DIt
vi ng

he

I hat

e not

tice

hat

—+

of

hat |,

okay?
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CHAI RMAN STITT: So you could say does not
advocat e federal regulations.

MEMBER SWANSON: Or you could say ACMUJI
recommends a requirenment that witten directives and recd
of adm ni stered doses be maintained, but does not feel th
this needs to be addressed in regul atory space, period.

MEMBER NELP: Well, he said in accordance wt
current nedical practice.

MEMBER GRAHAM  Dennis, |'ve got a feeling of
commttee that they wanted to have sonmething that clarifi
that we're saying you shouldn't have a retainage reg. Th
the only reason we added that.

MEMBER W LLI AMSON: That's what |'ve been try
to say.

CHAI RMAN STITT: Well, are we saying that in
words that we have up on the screen?

Jeff, go ahead.

MEMBER W LLI AMSON: | don't |ike the phrase
extraordinary retention. | would prefer we put sonething
cl earer that says --

CHAI RVAN STI TT:  Yes.

MEMBER W LLI AMSON: -- the NRC does not advoc
a Part 35 requirenent to retain records beyond, you know

just period, to retain records period. And we could add

rds

at

t he

ed

at

ng

pur

At e

as a

comment of an explanation that we feel the standards of
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current practice adequately address the problem of retain
records.

CHAI RVAN STITT: Were you maki ng sone --

MEMBER SWANSON: | actually think we're al
sayi ng the sane thing.

CHAI RMAN STITT: But we're not putting it in
wor ds very well.

MEMBER SWANSON: Well, are you getting the
message?

DR. ALAZRAKI: Well, 1| think Jeffrey said it
words pretty well.

CHAI RMAN STITT: All right, let's see if it's
there. ACMJ recomends requirenment and adm ni stered dos
but does not advocate a Part 35 requirenent to retain reg

MEMBER W LLI AMSON: To retain records.

MEMBER NELP: Beyond the normal practice.

MEMBER W LLI AMSON:  No, that's then saying th
they'll be a Part 35 requirenent that says we have to fol
normal nedi cal practice.

CHAI RMAN STI TT: Ri ght.

MEMBER W LLI AMSON: | would prefer to add a
sentence saying that we -- the ACMJI feels that standards
practice in adherence to said standards of practice adeq

addresses the problem of maintaining patient records.

ng

up
es,

ords.

At

| ow

of

ately

CHAl RMAN STI TT: Ther esa?
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MEMBER W LLI AMSON: COkay, yes; the ACMJI bel
that current, voluntary standards of practice and accept g
of such standards of practice adequately addresses the pr
of maintaining patient treatnment records, period.

CHAI RMAN STI TT: Except those aren't voluntar

We' re doing that because we're required to by various tor

| aw.

MEMBER W LLI AMSON: That's irrelevant. W're
tal ki ng about other agencies' laws. W're only talking 3
Part 35.

CHAI RMAN STITT: I'mnot sure | agree with th

MR. JONES: Yeah, but if you removed it from
regulations in Part 35 -- if you renove this requirenent,

your reason to renove it is because of --

MEMBER W LLI AMSON: It's already being done.

MR. JONES: Because it's required by --

CHAI RMAN STITT: You name it.

MEMBER W LLI AMSON: Not that it's being
necessarily required by anybody, but that we view it as s
an essential conponent of practicing nmedicine that we al
it. W focus a |lot of energy on it.

MEMBER NELP: See, | think you're wong. | b
you it is required by sonebody, but --

CHAI RMAN STITT: It is required.

eVes

nce

obl em

—

not

bout

At .

t hen

uch
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MEMBER W LLI AMSON:  And it may be required in
sone other settings for various --

CHAI RMAN STI TT: Theresa, you've had your han
three tines.

MEMBER WALKUP:  Yeah, | just -- maybe | need
be clarified on this, and we may touch it when we get to
radi ati on safety commttee. But |I know in our radiation
safety commttee, we have to state we had four brachyther

i npl ants and two radi oi odi ne doses.

There were no m sadm nistrations, nothing. S
log will -- | mean, unless that changes in the radiation
safety nmeeting, then a log will still be kept. | nean, -

CHAI RMAN STITT: Well, you can do institution
what you what. W're trying --
MEMBER WALKUP: Is that just for institution?

CHAI RMAN STI TT: Now your institution may hav

set that up in response to Part 35. That's pretty conmmor.

MEMBER WALKUP: Okay, that's what | didn't kn
Okay.

CHAI RMAN STITT: We've got all sorts of thing
and still don't have a good -- we have a sense of what we
trying to say, but | don't know that we're stating it ver
wel | .

MEMBER FLYNN: I have anot her version. Can

t he

apy

al |y

D

[92)

're

y

try

anot her version?
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CHAI RMAN STITT: You can try nost anything, D
MEMBER FLYNN: All right. Well, if you say t
licensee -- forgive ne this part. The licensee is requir

continue to retain witten directives and records of
adm ni stered doses in accordance with existing nedical
practice.

CHAI RMAN STITT: Do we want to add the cl ause
t hough that says we don't need additional federal regul at
| think a positive statenment -- | mean, a statement of wh
don't need --

MEMBER FLYNN: It's sinply saying that we're
continuing to retain records in accordance with what we'r
doi ng already in current medical practice.

CHAI RMAN STITT: That's still -- so far we ag
pretty well on --

MEMBER FLYNN: They're not telling us to do
We're doing it because it's -- we're doing it because of
current nmedical practice. And we've already been doing
and we'll continue doing it because of current nedical
practi ce.

CHAI RMAN STITT: We all are doing well on the
first part. It's the second part we aren't doing well.
thi nk what you're saying is essentially what we've alread

down t here.

ion?

at we

e

[ee

~—+

y put

John, do you have it ready?
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MEMBER GRAHAM Let's see. This began -- | h
whereas's, but -- Jeffrey, whereas, the ACMJI does not
recommend a federal regulation for the retention of recor
and whereas, nedical records are retained, under existing
regulations within the practice of nedicine, therefore tNh
ACMUI recommends that directives and witten records of
adm ni stration, period.

MEMBER NELP: You get wrapped around the axle

MEMBER GRAHAM  Back to my original notion.

CHAI RMAN STITT: Just phrased a little
differently.

Go ahead, WI.

MEMBER NELP: It seens to nme the only thing t
want us to do is keep the records for three years, which
al ready do, and keep themin a formthat sonebody can con
and make an audit, which we already do. So we're nmaking
I ssue out of this.

MEMBER GRAHAM  But we just voted that we don
recommend audits, so I'mtrying to wite the next notion
noving us in that direction.

MEMBER NELP: |'m not sure we need to make al
t hese notions, but give them a considered opinion and | et
deal with it.

CHAI RMAN STITT: Well, we could stop with wha

At e

ds,

e

you
B in

a big

t hem

we've got, which is just that very first phrase, that we
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we should retain records of directives and adm ni stered d

One nore round of comment.

| don't even know what notion was seconded.

MEMBER NELP: Well, | don't even think we nee
not i on.

CHAI RMAN STITT: Well, we have to put sonethi
pretty strong --

MR. JONES: | have one question.

CHAI RMAN STITT:  Yes.

MR. JONES: The "because". You don't needs

records because, and you had said that because of existin

regulations in the practice of nmedicine, it's already bei
done. Okay, what requirenments or regulations are you
referring to?

MEMBER GRAHAM |I'm not referring to a specif

regulation. |'m saying that whereas, nedical records arse

retai ned under existing regulations within the practice g

medi cine. That's a statenent of fact |I'mreal confortabl
maki ng.

MR. JONES: Okay, |'mjust asking what
regul ations. You know, what existing regulations.

CHAI RMAN STITT: JCHO, your own hospital -- t

are |lots of different regul ations.

oses.

g

ng

—h

e

her e

MEMBER GRAHAM  Requi renents.
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CHAI RMAN STITT: Now we could sinply vote on
we're not having trouble with, |license -- we agree to ret
written directives and records of doses -- vote on that 3

then just | eave comentary.

MEMBER GRAHAM  The notion on the table -- th
nmoti on that was supported that's on the floor was that th
ACMUJI recomrends witten directives and witten records @
adm ni stration, period. That's the notion. There's no -
word retain is not in that notion.

CHAl RMAN STITT: Okay. And that was seconded
sonebody.

MEMBER GRAHAM  And t hat was seconded by Jeff

CHAI RMAN STI TT: One | ast round of discussion

we're going to vote on that.

Jeff.
MEMBER W LLI AMSON: Okay, well | would agree
John's nobst recent pseudo-notion. | guess that's not reg

the motion. The one with the whereas's. Wth the one
addition that instead of whereas nedical records are alre
retai ned because of existing regulations, | would proposs
repl ace existing regulations and adherence to voluntary
st andards of nedical practice.

And then | would find that an acceptable

substitution for the initial, official mtion that is on

what

ai n

nd

D

e

—

- the

rey.

and

M t h

ady

to

t he

floor.
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CHAl RMAN STITT: Let's have a few nore conmmen
whil e he's rethinking that and we'll decide what to do wi
t he notion we have and then the pseudo noti on.

Lou.

MEMBER WAGNER: Let ne get the gist of this.
think all we're saying is the foll ow ng:

A witten directive and a record of the
adm ni stered dose nust exist, not in any special form by

the formconsistent with the practice of the facility.

CHAI RMAN STITT: That is the notion that's on
t abl e.

MEMBER WAGNER: That's it. That's the gist o
it, isit not?

CHAI RMAN STITT: That's right.

MEMBER WAGNER: That's it? Thank you.

CHAI RMAN STI TT: Dennis and then --

MEMBER SWANSON: All I'm suggesting is that
noti on needs to be expanded to give specific statenment tdg
NRC t hat we do not need that requirenment to be put in a R
35 regul ation.

CHAI RMAN STITT: Why don't we vote on the not
we've got. We can have a second notion. | think that's
qui ckest way to do things. Because none of us are disagr

with nption nunmber one.

—
=]

t he

t he

art

on
t he

eei ng
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I"d like to call for the vote on the notion w
is one statenment, which is -- do you want to read that b4

MEMBER GRAHAM  The ACMUI recomends witten
directives and witten records of adm nistration.

CHAI RMAN STITT: All right, let's vote.

Al'l those -- that was seconded, but you go ah
and third it.

Vote. Everybody in favor? Those opposed?

Al right, is there any further discussion or
further notions?

MEMBER SWANSON: | make a notion that we say
retention of witten records does not need to be addresseg
the Part 35 regul ati on.

CHAI RMAN STITT: Wuld you like to second tha

MEMBER GRAHAM  Second.

CHAI RMAN STITT: Any further discussion? W'
really discussed this. Unless you' ve got sonething newt
-- everybody in favor of that notion?

Ch, we're doing very well.

Everybody opposed?

What did we just say? We're still on
alternative two. Did we already -- all right, we have ty
nore to go, but Cathy says we've really kind of been thrg

this discussion, right?

hi ch

ck?

any

0 say

/O

ugh
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t he NRC, period.
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t hat .
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Li censee required to submt QW nodifications

VWhat, John?

MEMBER GRAHAM | nove that the ACMUI reconmme

CHAI RMAN STITT: Lou, do you want to disagree

MEMBER WAGNER:  No.

CHAI RMAN STI TT: You wanted to second it?
MEMBER WAGNER: Absol utely.

CHAI RMAN STITT: I'm hassling you.

We will have |imted discussion.

MEMBER WAGNER:  Yes.

CHAI RMAN STITT: Yes, Lou was happy to second

CHAl RMAN STITT: Denni s.

MEMBER SWANSON: |'mready to raise my hand.
CHAI RMAN STITT: Okay, Dennis is excited.
Jeffrey, do you have a comment ?

MEMBER W LLI AMSON:  No, | was just seconding

CHAI RMAN STITT: Oh, everybody wants to vote?

Everybody in favor of that notion?

to

nds

ns to

Don't you wi sh you could vote, Naom ?
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Those opposed? Okay.

She's voting with her snmle.

Li censee is required to maintain recordable
events. |I'mgoing to junp in to say recordable events is
going to be discussed in sone detail

MS. HANEY: | would say you m ght want to tab
that one until tonorrow.

CHAI RVAN STITT: Well, we're good at that. C

just say we're not going to discuss it or do we have to h

MS. HANEY: No, you can just put it off until
t onorr ow.

CHAI RMAN STITT: |I'mjust going to put that o
until tonorrow

Jeff, you have a comment ?

MEMBER W LLI AMSON:  Well, it's a request.

Can we discuss Section A what should be the
goal s of the QW or whatever we're going to -- whatever
going to be called? | think it would be appropriate to f
some attention on --

CHAI RMAN STITT: Well, that's where he tried
start us, and we actually balked. | think it would be v¢g
appropriate to --

MEMBER W LLI AMSON: | think we've dealt with

an |

ave -

everyt hing el se.
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CHAI RMAN STITT: Yes, | think that would be v
appropriate now that we're a little nore grounded and
cent er ed.

Yes, sir.

MEMBER GRAHAM  Just by a clarification,
regardl ess of how the discussion on a recordabl e event or
definition of a recordable event turned out tonorrow, |'d

curious in the sense of the commttee regarding a

recommendati on that would not require |icensees to maint4qi

recordabl e events.

To facilitate discussion, | would npve that t

ACMUI recommend that |icensees are not required to maintdi

recordabl e events, period.

MEMBER WAGNER: I'11 second that.

CHAI RMAN STITT: Okay, it's been seconded.

So John has exercised his power of ignoring nm
refusal -- no, | nmean, what you're saying is, regardless
how we di scuss recordable event, no matter what answer we
woul d come up with for recordable event, we can make a ng
and di scuss the issue?

MEMBER GRAHAM  That the mai ntenance of | ogs,
records that tie to recordable events is not a recomrenda

CHAI RMAN STITT: Well, it certainly goes alon

with the discussion we've already been having.

4%
=
<

t he

be

of

tion

tion.
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MEMBER GRAHAM  And that's based on three yea
of listening to this group discuss this topic.

CHAI RMAN STITT: People want to conment ?

We've had a notion that's been seconded. Ti m

for discussion.

DR. SIEGEL: |I'm having a bit of a problem he

D

Thi nking NRC for the noment. Think out of the box and tHink

real performance-based, which is the |icensee shall have

a

programintended to ensure that authorized users -- or that

byproduct material is adm nistered in accordance with the
di rections of the authorized user.

The conponents of the program should be a wri
directive, a record of the dose, period. O patient
I dentification, and we could add whatever else we still t
we want to include.

In a performance-based rule, as |ong as not hi
I's happening, it probably never gets inspected. It's jus
i censee continues to practice well and things go along |
hunky-dory. \When there's a problem the NRCis going to
a need to cone in and try to understand the problem and
determ ne whether corrective action is necessary with tha
particul ar |icensee.

In the absence of certain specific records th

are kept to help the NRC do its job, even though we may n

[ten

hi nk

t the

ust

f eel

~—+

At

ot

want themto do the job, the NRC has a probl em because th
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can't just walk into the hospital record room and say we'
here to go through your records.

| think there are confidentiality issues that
woul d prevent them from just wal king into the average hos
record room and starting to go through randonmy sel ected
patient charts to see if there's been any m sadm ni strati
or whatever termyou |like, of byproduct material.

So keeping in some mninmal record retention
requi rements provides sonme |evel of confort for the NRC 4
provi des sone -- an insurance policy for us that we're ng
opening all of our records open for NRC purview.

| throw that out for your thinking.

CHAI RMAN STITT: In talking -- if we have to

report whatever a recordable event is or will be, the NRC

woul d have all those records. And Dawn said they're goin
have a wonderful conputer systen?

DR. SIEGEL: Well, they wouldn't have the sou
records though. | nmean, they wouldn't have the source
docunents. They just have sone notification of an event,
t he original source docunents that show why the event ocg
and who did what at what point in tine.

CHAI RMAN STITT: That's not necessarily true.

DR. SIEGEL: | mean, that's what's true now.

Ri ght now, you submt a summary descri ption of

pital

ons,

nd

gto

fce

not

urred

m sadnmi nistration. It names a few people, but it doesn't
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the patient, obviously; and it provides a summary, but it
doesn't -- you don't send in a photocopy of the witten
directive as part of the m sadm nistration report.

MEMBER FLYNN: After |ooking at about 60
m sadm ni strations as a consultant, Barry is right. And
up asking the licensee for nore records. Now, two-thirds
the time, the summary provided to the NRC is correct and
not hi ng nmuch added.

But about one-third of the tinme, additional
things that the |licensee wasn't aware of but didn't under
happened that made a dramatic change as to how the event
subsequently interpreted. So | think | agree with Barry.

CHAI RMAN STITT: Okay, Dennis, you were
comrent i ng?

MEMBER SWANSON: That |ast key itemis -- it
refers to requirenent to maintain recordable events. |
actually think you could address your concern if you went
to option two and item nunber four under there where it g

you're going to have a quality managenent program and it

t hat any uni ntended deviation fromthe witten directive |i

identified and eval uated and appropriate action taken.
You could do a sinple nodification of that
statenment that says that any intended deviation fromthe

written directive is identified, docunented, and eval uate€

and appropriate action taken.
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That way, you have the requirenment that there

docunentati on of this, but we don't have to get into a rdule

t hat addresses maintaining these records, which is what we

just discussed with the other witten records.

DR. SIEGEL: And | guess I'mstill worried th

there's going -- when the |lawers sit down and | ook at thi

recommendati on, they're going to say but we still have a
problemin ternms of what degree of |icensee we have to j U
start runmmagi ng through all of the records of a hospital.

Whereas, a well defined set of records make i
part clear that these are the records that the NRC has fr
reign to |l ook at as part of any inspections that it cond(
Absent that, | think that there's going to be sone collig
and | just -- I'mnot sure |I know exactly what the collis
poi nts are.

But, you know, patient confidentiality |aws a
variety of other things may create problens for the Ageng
that would force themto reject this suggestion.

CHAI RMAN STITT: Theresa, then Jeff.

MEMBER WALKUP: Could not just a | og be kept
those patients and that's it? And if they want to pull
then at least you'll be able to go | need John Doe and J3g

Doe and -- and that way, you don't have to keep this sepqd

witten directive and a separate -- because it should be |

At

st

ee
cts.
i ons,

i on

y

—+

ne

rat e

the chart and sonehow just put that into it.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

184

CHAI RMAN STITT: Certainly could be.

Jeff.

MEMBER W LLI AMSON: Well, | wanted to respond
Barry's prem se, which is that the NRC cannot request acg
to nmedical records -- in radiation oncology do. They say
me the list of patient records that you audited.

Ckay, now bring nme four patient records in th
sanme nodality that you didn't audit, | want to exam ne th
And we go to our list and we find them So in -- two poi
are clear to me. One, certainly | think they do have the
ri ght under current |laws, evidently, to just sinply go in
request a class of records.

And it's obligation of the institution to be
to respond to that. And if they can't, they're in troubl
don't know why there needs to be a federal | aw.

I n addition, second -- let nme finish, please.
Let me finish, please.

Secondly, in radiation oncology, we keep no
special parallel record for the NRC. W don't. W sinpl
will make available to themthe radi ati on oncol ogy chart
-- which has the brachytherapy and radi opharnmaceuti cal
docunmentation in it.

CHAI RMAN STI TT: We have a comment fromthe

general public.

to

€ss
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MS. ROTHSCHILD: | just wanted to note as far
the NRC authority to go into a hospital and | ook at pati€g
records, if this is an NRC |icensee, there's specific
authority in the Atom c Energy Act, Section 161(c), for t
NRC to obtain such information as it deens necessary to

performits functions.

Al so, as far as patient confidentiality, | do
want to -- that may conme up nore tonorrow, but | just wan
to note that our understanding of the applicable -- | gug

there are ethical standards of the American Medica
Associ ation -- are that a physician shall safeguard pati g
confidences within the constraints of the |aw

And that a duly promnul gated federal regulatio
woul d be -- you know, for that purpose, would be consider
| aw.

Thank you.

CHAI RMAN STITT: Just restate the notion that
on the floor and has been seconded.

MEMBER GRAHAM  That the ACMUI recomend that
i censees are not required to maintain recordable events.

CHAI RMAN STI TT: Okay.

W1 ?

MEMBER NELP: You know, let's go with it.

They're asking -- and we say that recordable events,

as

nt

he

ted

SS

nt

=]

ed
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m sadm nistrations, really don't happen that often. W 3
-- we keep the records. And | agree with Barry.

If I were in the role of the NRC, 1'd want to
able to go to sonme of these institutions that aren't 1ike
ones we represent perhaps where they need sone help and Yy
can go in and review their records.

And it's a very small thing to ask. And it's

pervasive at all as far as |I'm concerned. And | think wg

barking up the wwong tree. And I'd like you to withdraw
notion and let's get on with better business because this
very sinple requirenent.

CHAI RMAN STITT: Well, we can vote on the not
and get a --

MEMBER NELP: Well, we could do that.

CHAI RMAN STITT: O her comrents? | mean, we'
heard sonme interesting comentary on both sides.

Jeff.

MEMBER W LLI AMSON:  Well, with the recordable
event reports, | suppose nore generally thinking of them
kind of like internal quality assurance event reports and
docunent ati on of what you' ve done and so forth, it's not
how | would vote on this.

It seenms to ne | would need to know one, what

t he purpose of the recordable event in the first place?

| ways

be

t he

ou

not

re

your

on

V€

as

cl ear
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Secondly, within what sort of a regulation context does t
requi rement to have these appear?

So, for exanple, if there were a requirenent
you have a program where you do have to docunment themin
first place, then | would think that an additional requir
to retain a record in sone special way woul d be redundant
unnecessary because | don't imgine, you know, for the s§g
reason hospitals don't throw away intentionally patient
records, they wouldn't throw away deli berations of their
qual ity assurance actions.

CHAI RMAN STITT: Well, it's possible then --

MEMBER W LLIAMSON: So | can't say | would vo
for this notion without sone reservations and qualificati

CHAI RMAN STITT: It's possible though -- what
you're saying is you need to see nore of the discussion h
- what the discussion is going to be tonorrow, which mean
could --

MEMBER GRAHAM But 1'Il pull the notion. Ha
been duly chastised for --

CHAI RMAN STITT: Can you do that?

MEMBER GRAHAM  Yes.

he

I hat

t he

enent

and

own

ons.

ere -

S we

Vi ng

L n.

of

CHAI RMAN STITT: Right, for speaking out of t
MEMBER GRAHAM -- trying to usurp the w sdon

the Chair in deferring it to tonorrow, | wthdraw the not|i
CHAI RMAN STITT: | think that's w se.
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(Laughter.)

Now this will be heard up again. | think we
all agree to that.

Do you -- does the group want to -- we're doi
good job, particularly time-w se, and we're getting -- do

want to wal k through ABCD - -

Ckay, let's ook at the rule. W have -- und
the alternatives chart that we started with, we are | ooki
alternative two, except for the final licensee required t
mai ntain recordabl e events will be discussed |ater

We need to | ook at part (a) under alternative
t wo.

MR. JONES: Dr. Stitt, | have one question.

The motions that you made essentially changin
the current requirenments, okay, and we have two or three
here. One about nodification of QW, witten directives.

Ckay, could you give ne a little nmore on what you think -

can

ng at

o

up

- if

we nmake this regulatory change that's been recommended, what's

the rationale for that change?

CHAI RMAN STITT: | think you've been heari ng
al | al ong.

MEMBER GRAHAM | think we're down to a coupl
options, aren't we, at this point?

MS. HANEY: Well, based on what |'ve heard,

you've narrowed it down to alternative two.
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MEMBER GRAHAM And | think the commttee --
there are representatives on the other side of the table,
t hink, that can be much nore el oquent discussing the
advant ages of how a written program woul d be devel oped be
we' ve been told we have to have one.

MS. HANEY: No, what | -- going by what the
noti ons have been so far as far as what you would want in
program and if you're looking at this matrix, the only t
that at least | heard the commttee was in favor of havin
just the requirenment to have a QWP.

And again, that was alnost -- that's a given
we have to have that.

CHAI RMAN STITT: All right, the only one -- W

al so voted that you need to retain directives and doses,
we also -- no, but we didn't want to be regulated to do t
so | think -- the purest approach is that we're | ooking 3

alternative two because we qualified point nunber three.

MEMBER W LLI AMSON: Would it help if we revie
page six, which is the draft |anguage, of the --

CHAI RMAN STITT: That's what | was trying to
us to do.

MEMBER W LLI AMSON: Yes, that's what | propos
t hat we do.

MS. HANEY: And | can tell you the difference

cause

a QM
hi ng

gis

I hat

but

hat ,

—+

ved

get

D

between -- really between page six and the current rule g
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t han we dropped off everything but just item(a). The
differences are in (a)(1l) where we said that the witten
directive is based on a dose of 50 rem as conpared to
speci fying what it was for each different type of nodalit

Fifty remcanme fromPart 20, and that is -- vy

know, 50 was not necessarily a magi c nunber, so that -- we

just chose a dose nunber to get in there.

l[temtwo is the sane as in the current rule.

I[temthree out of the current rule is gone -- was del eted.

That is the final plans of treatnment and rel ated cal cul at
for brachytherapy, tel etherapy and ganma stereotactic
radi osurgery are in accordance with the respective witte
di rective.

We did not feel that was necessary.

ltemthree is the same as it was before. And
itemfour is the same. So we went froma five objective
down to a four objective with some m nor changes.

MEMBER SWANSON: Are we open for comrents?

CHAI RMAN STITT:  Yes.

MEMBER SWANSON: Let nme conment that | think
approach taken in itemone is a very good approach and mu
better than the previous approach in that it allows
flexibility for new technologies and it's a |lot |ess conf

than trying to remenmber 30 m crocuries versus sonething €

i ons

rul e

ch

usi ng

Se.
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Ckay, so, you know, | think that's very good.
only recomrendati on for change would be | think one I ref
to previously, that in nunber four, it be changed to that
uni nt ended deviation fromthe witten directive is identi
docunent ed, and eval uated, and appropriate action taken.

CHAI RMAN STITT: You know, it's interesting
because four conmes back to the part that we're sort of
tabling. | nmean, that keeps resurfacing whether we do or
don't want to maintain recordable events. Through this
mechanism it has to be done, which makes it a little si
for us to vote against it when we relook at John's withdr
amendment .

DR. ALAZRAKI: Well, the magnitude of the
uni nt ended deviation is not defined here.

CHAl RMAN STI TT: That's true.

DR. ALAZRAKI : And so that needs to be defined.

It may beconme -- that would becone a recordable event if

CHAI RMAN STITT: And any uni ntended devi ation

wi de open

DR. ALAZRAKI: Right.

CHAI RMAN STITT: That's --

DR. ALAZRAKI: It should really be defined he
Any uni nt ended devi ation which qualifies as a recordable
event.

CHAl RMAN STITT: Barry.
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DR. SIEGEL: The wording, if you read it
carefully, it requires an audit that any unintended devia
fromthe witten directive is identified. How can you
identify if you don't look for it?

CHAI RVAN STI TT: If I don't find --

DR. SIEGEL: You are building in an audit whe
you like it or not.

MEMBER SWANSON: Fundanental |y what happens t
is you would take it out and you'd say any uni ntended

deviation is docunented. | think the way it really happe

DR. S| EGEL: Eval uate it.

MEMBER SWANSON: Right, and evaluate it. Oka
it's docunented and eval uated, and appropriate action tak
| woul d agree.

CHAI RMAN STITT: That any uni ntended devi atio

MEMBER SWANSON:  Well, we have to define that

MEMBER FLYNN: That's certainly not true. 1In
radi ati on oncol ogy, the physicist -- different physicist,
different dosinmetrists check the charts every week

And one physicist -- this happens all through
the country -- will find out that an error was nade on a
previ ous cal cul ation the previous week, and then they w |l

this happens in every single radiation facility in the cg

tion

 her

hen

ns is

put

untry

every year.
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And then the doses are adjusted appropriately
It's usually not a recordable event. And the patient get
ri ght treatnent when they finish the treatnment. They get
their treatment adjusted. They m ght have been five perg
| ow on Wednesday. They m ght get five -- two and a half
percent hi gher on Thursday and Fri day.

So this happens all the tine.

CHAI RVAN STITT: Well, but as Barry says,
depending on who is reading it, this could be -- you knov
somebody fromthe NRC staff is reading it, it |ooks |ike
to them To you, it |ooks |like the physicist needs to r¢g
t he dose.

MEMBER FLYNN: Patient pulls the source out f

hours early. You know, it's an unintended deviation. YQ
handle it. You --
CHAI RMAN STITT: Well, it's a good descriptio

how we can get into trouble wth our words.

A ot of comments.

Naom .

DR. ALAZRAKI: Yeah, well how do we -- again,
nucl ear nedi cine, how do we identify that there's been a
what's been called a m sadm nistration? It may have beern
wrong patient who got the dose or the right patient got t

wrong material. | mean, how do we identify these? Not

s the

ent

audi t

peat

ve

n of

t he

he

t hrough audit necessarily.
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It's usually identified usually after the eve
but it's identified because in going through the inventor
radi opharmaceuticals or in however. But it can be identi
on the floor if it's an inpatient by soneone in the hosp
who realizes the wong patient went down.

CHAI RMAN STITT: Barry.

DR. SIEGEL: The problem word here is the wor
identified. It says that you have to have a nmechanism fqg
identifying. 1t doesn't say once you've identified it,

evaluate it, figure out what went wong and institute
corrective action.

As |l ong as you |l eave the word -- those words,
identified, in there, you're inplying that you have to h{g
mechanismto find these things, and that's an audit. | n
you have a physicist check the chart, and that finds errg
and that's great.

But how do you know the physicist didn't nake
errors? You didn't identify all of them It says any

uni nt ended deviation is identified. And in the current r

the way that is turned into reality is by way of an audit|.

So if you are throw ng out the audit requirem
you need to change item four.
CHAI RMAN STITT: Well, you could change --

identify the docunenter. That's a different -- | nean, t

y of
fied

t al

ve a

ean,

ul e,

hat's

what the physicist is actually doing. They go through al
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these daily, daily, daily doses. They docunent gee, they
didn't carry their one, therefore this nunber's slightly

That's a very different sort of thing.

MEMBER FLYNN: Can | nmake a notion that we re
the two words, is identified, and replace it by the word
docunent ed?"

CHAI RMAN STITT: Why don't we -- can | con yo
i nto not making a notion as yet?

MEMBER FLYNN: Okay.

CHAI RVAN STITT: Let's keep discussing it bec
sonetimes we get stuck in our Roberts Rules of Orders and
get -- can't get back on the road. But that sounds |ike
to wite down on the |ist.

Yes, go ahead.

MS5. RIBAUDO. | wanted to el aborate on what B
said. | didn't realize it until you just pointed it out,

froma health physics perspective, as we enforce what thsg

medi cal community does, even if you strike the word ident
Barry's right; there's still a requirement the way it's
wor ded.

Any uni ntended deviation fromthe witten
directive is docunented and eval uat ed. There's still ths
requirement. It's inplicit. You have to first identify.

what about if you were to say sonething like if an unintse

of f.

nove

is

|

ause
t hen

one

arry

but

ify,

So

nded

deviation is discovered?
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Then docunent and evaluate it. That way you

around the point Barry was making that inplicit, no matte

it's -- you see ny point? 1 don't know the | egal ese heras.

Can you have a regulation with the word if in it?

CHAI RVAN STI TT: | doubt it.

MEMBER SWANSON: Well, you could change it to
identified --

CHAl RMAN STITT: Okay, let's keep discussing

four. And then once we've agreed on what we're going to
to, then we'll nmake the notion.
MEMBER NELP: 1'd like to ask what's the

objection to the way it's witten? 1It's not intrusive.
sonet hing you do ordinarily anyway. And | don't underst3g
what all the hubbub is about.

CHAI RMAN STITT: Well, | think that's what Ba
was trying to say, that the problemis --

MEMBER NELP: It's just the way you do busine
ri ght now. You have to do business that way or you're nd
the practice of nedicine.

MEMBER GRAHAM  But the distinction is betwee
the practice of nedicine and the federal regulation that
require you to do it. And I think what we've been discus
today -- unless |I'm m staken, half of this commttee does

think a QW ought to exist at all as federal regul ation.

get

r how

any

agr ee

woul d
si ng

n't
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Now -- but that wasn't an option that was

presented as available on the table. So given that we h4g

mandate to suggest how a QW woul d take place, now we're|i

the real mof federal regulation. | don't believe that wg

benefitting safety of the patients or significantly chandi

the safety of the public by having this audit piece in heg

Hospitals will do it on their own.

MEMBER NELP: But, on the other hand, if you
t he regul ator and you asked nme to do this, |'d say that'sg
problem You're welcome -- |I'mwelconme to do that for yo
you want to assist nme in the regulation of safety, and I
have a problem w th that.

| don't feel intimdated or over burdened by
making -- saying |I'm already doing this.

CHAI RMAN STITT: | have the nicrophone.

Under point six, the quality managenment progr
provi si on should be reeval uated and revised to focus on t
requi renments that are essential for patient safety. For
exanmpl e, confirm ng patient identity, requiring witten
prescriptions, and verifying dose.

It's possible that four can be stricken
conpletely. Because without four, we still maintain thes
mandat ory QWP poi nts.

Al right, we'll do this side of the table.

wer e

no

uif

don't

A M

hose

e

Let's start with Dennis and work down.
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VEMBER SWANSON: | think it's back to an

essential record keeping requirenment that we really need

CHAI RMAN STI TT: And what should be contai ned

it?

MEMBER SWANSON: |'m back to, you know, that
i dentified, unintended deviation fromthe witten directi
docunent ed and eval uat ed.

CHAI RMAN STITT: Just say it one nore tine fo
me, would you?

If any --

MEMBER SWANSON: That any identified, uninten
deviation fromthe witten directive is docunented and
eval uat ed, and appropriate action taken.

CHAI RMAN STI TT: What's appropriate action?

MEMBER SWANSON: Well, okay, maybe we take th
out. And eval uate, period.

CHAI RMAN STI TT: Docunented and eval uated?

Let's keep going.

Theresa and then Jeff.

MEMBER WALKUP: | think -- | disagree with
removi ng four because if a therapist comes to ne and said
have a cobalt unit, | gave -- | set it up for two m nutes
15 seconds instead of two m nutes and 51 seconds, okay, |

now deviated frommnmy witten directive.

her e.

ANy

ve i s

ded

At

and

ve

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

199

And if I"'mnot allowed to go in and fix it in
next day or two, or if |I do -- okay, | gave too nmuch todd
we're going to take away a little bit for the next severd
treatments. Now |'ve deviated again unless you give ne n
four.

MEMBER FLYNN: No, no; you've changed the
prescription.

MEMBER WALKUP: Well, right. But you know --

MEMBER FLYNN: You can change the prescriptio
during treatnent as nmuch as you want to as long as yo don
change it after the fact.

MEMBER WALKUP: But if you mi sadm nistrate, t

it was done before it was changed.

MEMBER FLYNN: Every dosimetrist will conme to
physi cian and say this is what happened, what do you thin
it acceptable to give five -- you know, ten nore rads thsg
two days.

MEMBER WALKUP: That's right.

MEMBER FLYNN: And the physician says yes and
initials his name. And that's a prescription.

MEMBER WALKUP: But that's why | think we nee
nunmber four.

CHAI RMAN STITT: You're confusing regulation

practice of nmedicine, | think. | think they've done a ga@

t he

y, SO

unber

=)

hen

t he
k, 1Is

next

M t h

od

job with you, Theresa. They've got you worKking.
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You can do -- you can practice nmedicine with
dosi nmetri st there and physicians and renoving four does n
prevent you -- whether it's there or not there doesn't pr
you from doi ng what you just said needed to be done for t
patient.

Jeff.

MEMBER W LLI AMSON:  Well, | actually want to
comment on three and four together. | think three has en
force. You know, this is an objective. I1t's not a fully
pl edged plan of how to execute the objective. It's sinpl
objective. And | think if soneone follows that objective

thing they would do is, as appropriate for each nodality,

sone met hod of identifying unintended errors and so forth.

So | don't think four needs to demand an audi
So | would agree with the comments that suggest we put th
conditional in four.

| think there is a role for keeping four, som
formof four, as a federal regulation. | think that song
institutions | think are a little weak on having a good
f eedback nechanism and | really think that this is naybg
of a good use of federal regulation to encourage institut
in some sort of at |east sem formal fashion to use incide
and errors to feed back in order to inprove their process

treatnment, delivery and pl anning.

your
ot
event

hat

ough

y an

, one

have

e

D

sort

i ons

nts

of

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

201

CHAI RMAN STITT: So it sounds |ike we have sope
support for four, with a possible change in the wording. | And
| do rem nd you that by retaining four, | think it goes Rhack

to John's pseudo nmotion that the licensee is required to

mai ntai n recordabl e events whenever we get that definitign

di scussed.

They go hand in hand.

Naom .

DR. ALAZRAKI: | think that in addition to th
changes that we've discussed, that any identified, uninte
deviation fromthe witten directive, | think you have tag
define that there which neets the criterion of recordable
event, whatever that turns out to be, has to be in there.

Because we don't want to identify, you know,
m nor devi ations.

CHAI RMAN STI TT: Go ahead to the left side.
heard Ruth. There's a |ot of munbling over here anongst
three, Ruth, Dennis, Lou. Ruth and then Lou.

MS. McBURNEY: Yeah, | still think you need t
keep nunber four and renenbering that the witten directi
only applies to what's now in nunmber one. That it's only
required -- that the witten directive is only when the d
to any organ or tissue exceeds 50 rem

So it would be a deviation fromthat witten

D

nded

very

t hese

ve

ose

directive that woul d be required.
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CHAI RMAN STI TT: Lou.

MEMBER WAGNER: Well, the problemyou get int
s, as always, it's in the enforcenent of these rules ong
get themin there because again, you' ve got the unintende
the identified, unintended deviation. First you get intg
definitions of what is it.

Ckay, nunber two, did you evaluate it or was
the appropriate action that you took? | mean, one -- an
i nspector's perspective on that problemis going to be
entirely different than the user's perspective on this
probl em

And while it's no problemfor us within nmedic
to identify what we nean by that and to actually take act
and act on it in a professional quality inprovenment, as a
regul ation it becones a very difficult issue.

And | synpathize with the idea that what we w
to dois to try to elevate the -- perhaps the quality
st andards of sone practitioners who could benefit by doin
this nore often. | nean, | don't have a problemw th thg
ei t her.

The difficulty I have is when we make this a
regulation, it applies to everybody. |It's got to be enfg
to everybody. And again, it's nore of a handcuff on thog

are practicing good nedicine already to have this in ther

O

ey
d -

ne

on

ANt

g

—+

rce

€,

struggle with it, to go through all of the paperwork and
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everything as identified with it w thout being very proddctive

in terns of changi ng what you really do.

CHAI RMAN STITT: Ot her coments? We're | ook
at (a), number one, two, three and four.

"' m going to go over this way for a while and
then conme back.

John.

MEMBER GRAHAM  And |I'm | ooking for feedback
the other side of the table as to how this could work or
wor K.

| f you read paragraph (a), it says each appl
or licensee under this part, as applicable, shall establ
and maintain a witten quality management programto proV
hi gh confi dence that byproduct material or radiation fron
byproduct material will be adm nistered as directed by th
aut hori zed user.

Then we've got point nunber one, which is the
written directive; point nunber two that's confirmng it
ri ght patient; point nunber three, that you're docunmentin
adm ni stration.

Can point nunber four sinply be describe iny
qual ity management program how you maintain a high confid
that the byproduct material will be adm nistered as direg

by the authorized user? That gives you conplete fl exibi

from

woul d

cant
sh

i de

e

s the

g the

pur
ence

ted

ity

on how you wite it, and yet does provide a requirenent t
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t hey docunent that for this outlying, shoddy programthat
need a little help.

MEMBER NELP: That's what it says right now.
says if you screw up, make a note of it, --

MEMBER GRAHAM M ne's nuch broader than that
desi gn because then it doesn't get into issues |ike
i dentifying what unintended deviation is defined as and h
was identified and how it's eval uated.

It's something | ess than just striking item

nunmber four. It's saying tell us in the plan how you ass

t hat byproduct material or radiation from byproduct nmater|i

was adm ni stered as directed.

CHAI RMAN STITT: Has sonething that | oose bee
part of what |icensees had to wite in their QW at this
point? No, you -- if it was, you'd knowit? Okay.

Anybody el se over here before | |let these guy
have their way?

Go ahead.

MEMBER FLYNN: I n paragraph (a), for years no
|'ve been -- | think the -- we debated this before the QN
was even put in effect with the NRC. But the term high

confidence al ways bothered nme instead of -- high confiden

sounds |ike a Mel Brooks novie or something, H gh Anxiety.

It should be to provide guidance, | think.

may

be

ow it

ure

[°2)

W,

1 rul e

ce

Because | think it -- | think human error is going to be
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us all along. There's not going to be a zero error rate

if you have a QM program | thought gui dance woul d be bsg

as opposed to high confidence or high anxi ety or whatever|.

CHAI RMAN STITT: And how many years has this
bot hered you? You're just now --

MEMBER FLYNN: Since 1990.

CHAI RMAN STITT: Okay, that's a good comment.
"1l put that down here.

Jeffrey.

MEMBER W LLI AMSON: |'d like to coment about
provi si on nunber two, which is, to me, not an objective;
a prescriptive requirement. It doesn't say, you know, cr
a programthat, with confidence, makes sure you deliver t
right treatnment to the right patient; but it actually
prescribes a renmedy to the problem which is you nust have
way of identifying the patient redundantly.

To me, that's over -- it's not only too
prescriptive, but it's a grave oversinplification of the
problem Because in radiation oncology for sonme of the n
conpl ex treatnments, you not only have to worry about the
identity of the patient, but you' ve got to worry do you h
the right records, do you have the right treatnment planni

program

even

tter

—
(7]

eat e

he

basi c

[Or €

ave

ng
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So there's a sort of a nmuch nore conplicated
i ssue the physicist needs to deal with in making sure thdg
this concept of identity is being executed in the proper

So | would propose that this be witten in a
prescriptive way basically requiring that one of the elen
of the program be, you know, a procedure to ensure that t
wi th high confidence or whatever one wants to put in ther
that the intended treatnment is delivered to the correct
patient and |l eave it at that.

And if that requires dual identification,
redundant identification in this very formal way in sone
settings, that could be put in place in the institution'sg
program And where other types of internal procedures wg

be nore appropriate, those could be substituted.

CHAI RMAN STITT: Confirm ng patient identity
one of the elements that's required. It does not have tg
It could be -- the sentence could be truncated after is
verified.

MEMBER W LLI AMSON: That's right.

CHAI RMAN STITT: But the first part of that
sentence is -- we're obligated to.

Al'l right, so that's another -- any other
di scussion on the point that Jeff was bringing up?

The remai nder of the sentence says by nore th

—

say.
ess
Eent s
he

e --

ul d

AN

one nethod. We may end up having to vote on these, you d
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Gt her comments? W're still on section (a),
t hrough four; but we're getting there, so don't give up h

No, Jeff, you can't have your turn again unti
soneone el se speaks.

Al right, go ahead.

MEMBER W LLI AMSON: All right, well |I'm conce
alittle bit about the footnote, the second paragraph of
footnote one where it tal ks about, you know, the ability
revise the witten directive. And it makes it sound |ikeg
me, that suppose, you know, one's giving a | ow dose rate
brachyt herapy treatnment that takes 40 hours.

Adm ni stering the dose, to ne -- that act nea
starting the treatment. And as | read this paragraph , i
says you can't nodify the prescription after you start th
treatment. And | think it's unclear. |t should say you
nodi fy the prescription any time before the conpletion of
treatment would be nore clear.

MEMBER FLYNN: And that's also part of the wa
the QW was nodified years ago in ternms of brachytherapy,
dose rate brachytherapy. You can change the prescription
anytime. Because | gave the exanple -- this is six years
-- whereby a patient in the hospital is ill. You have tog
the i nplant out.

You know, that she's confused, blood pressure

pne

ope.

r ned

, to

—

e

can

t he

| ow

ago

t ake

dropping. You can nodify the prescription anytime during
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treatnment and renove the inplant early. And this happeng al

the tine.

CHAI RMAN STI TT: Yeah, it makes no sense that
have to do it prior to use. That presunes you know what'
goi ng to happen.

MEMBER W LLI AMSON: Yes, that's right. And |
don't think that's the intent of this paragraph. 1'm sur
it's perhaps just a m stake or an unclarity in the | angud

CHAI RMAN STITT: You could say a witten revi
to an existing witten directive my be nmade for any
di agnostic or therapeutic procedure, period. O provided
the revision is signed and dated, period.

MEMBER FLYNN: For the | ow dose rate
brachyt herapy, you can -- according to the existing QW,
can change -- we got that nodified. You can change the
written directive anytinme during the treatnent.

CHAI RMAN STITT: Well, we can do the sanme for
hi gh dose rate. It's just a little |Iess comon than for
dose rate.

Al right, it sounds |ike we're not satisfied
just to |l ook over one through four, that now we're on the
footnotes. How about the nuclear medicine folks in the r

Naom .

DR. ALAZRAKI: A couple of things | wanted to

you

S

e

ge.

5i on

t hat

you

| ow

oont?

addr ess.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

209

What you were just tal king about, about witi
anot her -- or being able to change the prescription at th
of the series of, let's say, brachytherapies, in the past
nucl ear nmedicine, if the dose adm nistered was -- exceede
what ever, 20% fromthe witten directive but was | ower t
the witten directive -- in other words, instead of 100
mllicuries, let's say 50 mllicuries was given, that beg
quote, "a m sadm nistration"” because it deviated by nore
t he prescribed anount.

But, in fact, the physician could just have
adm ni stered the remaining 50 mllicuries at some -- upon
di scovery of the m stake.

MEMBER SWANSON: It's still a m stake.

DR. ALAZRAKI: What? Yeah, it's a m stake.
Well, it's mstake just in the sane way that the external

therapy is a m stake, which can easily be corrected in th

t herapeutic process. |'mjust making that point because |i

was in line with what was said and could be applied to th
radi onucl i des as well.

" m wonderi ng al so about in nunber one the nu
50 rem as being the nunber for criterion as to whether or

a witten directive is required and where that canme from

han

ane,

t han

beam

e

e

noer

not

at we

MS. HANEY: Well, it came from Part 20. But
was -- | would offer that there was -- it was a nunber th
pulled up. It was already in the regulation. And in
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justifying this in the statenents of consideration, we'd
to go much further than that.

So at this point, we're only throwing it out
get comments on it.

MEMBER SWANSON: And it is fairly consistent
the current regul ations which would require a witten
directive for 30 mcrocuries of iodine-131, which is what
how many rads the normal thyroid -- roughly 607

DR. ALAZRAKI :  Yes.

MEMBER SWANSON: Fifty rads per m crocurie?

Okay, so it would be consistent with the curr
requi rements for a witten directive.

DR. ALAZRAKI: About 30 m crocuries.

MEMBER SWANSON: Ri ght .

CHAI RMAN STITT: We're getting close on tinme
here. One thing that we could do would be to -- we could
noti ons on everything we have di scussed one by one. W ©
make a summary of topics of coments and send themin a
bulletin fashion to -- in our m nutes.

MS. HANEY: Well, | think it would be hel pful
| east fromny standpoint, is if the conmttee does agree
alternative two is the best of all four alternatives, to

that in the record.

CHAI RMAN STITT: Well, | think we can say that.

have

M t h

make

oul d

at

t hat

have

| could ask the commttee to make a noption on it. We hav
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agreed that we're going to discuss the one, two -- the |3
key itemlater. But just everything that we' ve di scussed
voted on so far, leave it as alternative two.

Yes, we've voted down everything el se.

MEMBER NELP: | think we've had a good
di scussion. It's all recorded. And if it ends up in theg
m nutes, we can go over those and revise the m nutes accd
to any real deviations fromwhat we said. And | think it
conme out -- | think we're all on the sane wavel ength as v

here at this point in tine.

CHAI RMAN STITT: Is it com ng across that way|i

the m nutes? Because if we don't need to nake notions or
of these -- each of these discussions we've had of (a) --

think we are being fairly clear on these.

Jeff.
MEMBER W LLI AMSON:  Well, | think it depends
whet her you, as our Chairman, feel you can -- you have a

of the consensus here and can summari ze it accurately or
whet her we need to work nore to clarify what it is we --
CHAI RMAN STITT: Well, why don't we try at le
sonet hing that summari zes what our di scussion has been aQ
As | just read through them if we |ook, we a
now sayi ng that alternative two, section (a), which has 4§

nunber of points starting with (a) itself, the coment of

st

and

rdi ng

e Sit

each

sense

ASt

out.

[ €

hi gh
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confidence really refers to guidance is one of the issues
we had a positive discussion about.

That (1) that's enclosed in parentheses, ther
was sone discussion of 50 rem but | don't know that we W
to get into any details of that. W just addressed it arn
said yes, we hear

Nunmber two, one of the comments that cane up

that, prior to each admnistration, the subject needs to

identified -- the subject's identity needs to be verified.

That may be sufficient for two.

Poi nt nunmber three, we were accepting as is.

poi nt nunber four had a | ot of discussion regarding

i dentification versus docunentation and whet her eval uati g
and/ or appropriate action even needs to be a part of nunb
four.

| think that we felt nunber four does need to
remai n, however. There was also discussion of -- down in

footnotes. Revision of an existing directive and whet her
has to be done prior to when a patient's condition changs

MEMBER SWANSON: It certainly has to be done

prior to adm nistering a radi opharmaceutical dosage, so t
part can stay in there, okay? | think.
DR. ALAZRAKI: | think we should have the san

option to correct when under dosed.

t hat

(1)

lant

d

was

be

And

n

er

t he

t hat

S.

hat

D
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MEMBER SWANSON:  You al ways have the option t
correct, okay.

CHAI RMAN STITT: Well, those are the -- yeah,
t hose are the summary of the comments that we have been
di scussing for the past 20 m nutes.

Naom and Barry.

DR. ALAZRAKI: | think one other thing, as so
of a preanble to all of it, is that | think many of the p
sitting around the table did feel that we were di scussing
practice of medicine rather than radiation safety.

And that if given the option, that discussion
woul d have been deenmed not appropriate for this particul g

regul atory agency.

CHAI RMAN STI TT: Barry, do you have sonet hi ng
say?

DR. SIEGEL: Just a comment about the second
par agraph under the footnote. It really is just part of

sane objective that says before you do it, give witten
orders. And this just says before you revise it, give w
orders. It's again, don't shout down the hall and say tu
the dose rate.

You've got to wite it down. And the truth i
if you then fig a little further in the regul ation

brachyt herapy prescription can be nodified in process. |

(@)

eopl e

to

t he

itten

rn up

192}
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just has to be witten down. [It's just not sonething the
t echnol ogi st does on his or her own recogni zance.

It has to be directed by the physician.

MEMBER W LLI AMSON: My comment wasn't directe
agai nst that point. M coment was directed against the
| anguage which seened to be nore regressive than the curr
publ i shed regul ati ons which, to nme, clearly allow a witt
directive to be revised at any point up until the end of
the conmpletion of therapy if the therapy takes a finite,
zero anmount of tine.

CHAI RMAN STITT: This is actually the sane
wor di ng.

MS. HANEY: We didn't nmke any changes in the
footnote. This is the same wording as in status quo in t
current rule.

MEMBER W LLI AMSON: | don't know about you, b
it doesn't seemtoo clearly --

MS. HANEY: No, |I'mnot disagreeing with that
any means.

CHAI RMAN STITT: Do you think it's sufficient
have enunerated our discussions?

Ckay, are you ready for a break? Anybody wan
make a notion? 1'll just declare a break. What is this,

we get 15 mnutes for this one?

ently

en

non-

he

to

do
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(Wher eupon, the foregoing matter went off the

record at 2:32 p.m and went back on the reco

at 3:00 p.m)

CHAI RMAN STI TT: Go ahead.

MS. HANEY: The next topic for consideration
the radiation safety commttee. And the key areas here W
when -- under what conditions would a radiation safety
commttee be required. The working group came up with fg
alternatives. W're actually working group and steering
group.

After we cane up with the alternatives, we di
into the rule | anguage space and nake sone changes there.
I woul d suggest that naybe we handle this area the sanme
we handl e the previous topic area, is go through and firs
decide on what's -- you know, when a safety commttee is
i nport ant.

And then we can | ook at the rul e | anguage for
that particular alternative and decide if we -- if changg
shoul d be made to that text.

As far as the alternatives, one is status quo

and that's a radiation safety commttee as required for a

modalities in a nedical institution. The second al t er natji

that the radiation safety commttee is required for a nmed

institution in all nodalities with the exception of the

er e

ur

So

jay as

—+

S
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di agnostic, |ow dose, seal ed and unseal ed byproduct mat er|i

uses.

That alternative was really getting at the po

of that if the nodalities posed a very low risk, a radi atfi

safety commttee was not required.
The third alternative is that there -- a

radi ati on safety commttee is not required for any nedicq

licensee. And then the fourth is that the radiation safg
commttee will not be required, but rather the nmedical
licensees will be required to establish and inplenment a

program for adm nistrative and technical oversight of thsg

radi ati on safety commttee.

There is, simlar to the others -- at the bac
your package on page eight, there is a chart. If you wan
start with that -- again, on this one, it's alittle bit

har der because we have nore key itens for consideration.
In colum two, | would offer we got into havi

to do a double check there first with the radi ati on saf et

comm ttee and then wi thout the radiation safety commttesq.

that's why we have the X slash. And then we have alterng
three and four.

And with this, | think I'"Il just turn it over
the commttee unless you have any specific coments that

want nme to nmake.

k of

y
So

tive

to

you
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CHAI RMAN STITT: Anything the commttee wants|to
direct to Cathy while she's up there? She'll be here, sqg we
can -- we can grab her.

| think we've got the hang of what's worked fpr

us in these other two issues, so let's just keep doing that.

VWho feels strongly about radiation safety
commttees on this commttee? | just wanted to see if |
wake up the group. Who feels strongly about radiation s§

committees?

Al'l right, so we do have sone -- Jeff, don't
want to raise your hand? All right, |I'm surprised.
MEMBER W LLI AMSON:  I'msure |I'Il think of

sonet hing to say.

CHAI RMAN STITT: |'m sure you wll.

Dennis, junp in here.

MEMBER SWANSON: | feel strongly that radiati
safety commttees are required within a nmedical instituti
environnent. | think the RSO s need the support of a
radi ati on safety commttee. | think the adm nistration n
t he support of radiation safety committees within their
envi ronnent .

| think the issue, in ny opinion, is not the
for a radiation safety conmttee, but the very prescripti

requi rements that you have underneath your designation of

coul d

fety

you

onal

eeds

need

ve
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radi ati on safety commttee. You don't require it for qug
etc.

That, to ne, is the issue. | think what | wo
like to see as an option is retention of the radiation s9g
commttee, but allowing the institution to develop their
policies and procedures relative to how that radiation sa
comm ttee operates.

CHAI RVAN STITT: Dennis, let nme ask you where
your feelings would fit into the four alternatives? W'r
doing this a little bit differently. | guess I'd |like sg@
general comrents and |'m going to direct those because th
so many individual bullets here and I'd like to get sone
general feelings.

So what you just expressed, does it fit
into --

MEMBER SWANSON: Well, it's kind of a -- you
know, it's kind of a cross between alternative one and
alternative four, | believe, in that I would like to see
requi rement be maintained to have a radiation safety
comm ttee.

But if you | ook at item nunber four or
alternative four, it really addresses that the |icensees
be required to establish and inplenment a program for

adm ni strative and techni cal oversight of the radiation

runs,

ul d

fety
own

fety

ne

ere

t he

wi ||

safety.
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Ckay, the problemw th nunber four as current|y
written is it says an RSC will not be required. And in ny
opinion, | think you need a radiation safety conmttee.

CHAI RMAN STITT: Okay, Cathy, go ahead.

MS. HANEY: Dennis, on page five, which is the
rule text that would go along with alternative twd, we ndde
sone changes fromthe status quo rule text to renove song of
the prescriptiveness of the current rule that | think you
ment i oned.

What you may be | ooking at is sonething closefr to
the rule on page five, but with deleting a few nore of these
itenms than what the working group did as conpared to being
closer to alternative four.

CHAI RMAN STITT: And that's alternative two, the
rule text, that you were just describing?

MS. HANEY: Right.

CHAI RMAN STITT: | m ght ask sonme of you to start

MEMBER SWANSON: | think what |I'm saying is ypu
just -- you really need to get away fromall prescriptiveg --
putting any kind of prescriptive requirenments on how t hat
radi ati on safety commttee conducts its business, okay,
period.

But | would strongly recommend that you retain
the concept of a radiation safety conmmttee. Again, you |know
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| think a radiation safety officer needs the support of 9§
radi ati on safety committee in order to ensure continued
adm ni strative support of the radiation safety program w
the institution.

Conversely, | think that the adm nistration o
the institution needs the opinions of a radiation safety
commttee so as to ensure that these opinions are not sol
the opinions of a radiation safety officer. And that's t
role that | see the radiation safety conmttee providing
the institution.

| think it's pretty inportant. And | think o
of the things you're going to have to define is what do
mean by medical institution, because |I'mnot sure that's
to us anynore, okay -- any of us practicing today what a
medi cal institution neans, okay.

But that's a little bit of a sideline.

CHAI RMAN STITT: Well, it's possible that the
an alternative five, and | don't -- | hate to recreate th
but we were, you know, allowed to consider that. |[|'m not

going to start suggesting that, but just to say it's poss
|"d like to get nore comrents from peopl e who
have strong opinions, strong feelings.
Naom .

DR. ALAZRAKI : VWhat about nunber two, Dennis?

thin

ely
he

ou

cl ear

i ngs,

i bl e.

says that the radiation safety committee is required exceg
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when only diagnostic | ow dose byproduct material is used.

MEMBER SWANSON: Well, do you want ne to resp
to that?

CHAI RMAN STITT: Go ahead.

MEMBER SWANSON:  You know, | think in reality
this is applicable to a nmedical institution, your nedical
institution isn't going to be limted to just provision g
nucl ear nedicine. Okay, so it's kind of a mobot point. An
certainly, in nmy medical institution --

DR. ALAZRAKI: There are many institutions wh
don't have any --

MEMBER SWANSON: Well, it depends on how you
define nedical institution, | guess. That's the point I’
trying to make.

MS. HANEY: Yes, | can just add that the work
yes, the working group touched on what Dennis is nentioni
t hat how do you define nedical institution. And again,
chose not to spend too nmuch tinme on that so that we could
f orwar d.

The thought was that if it was in a hospital
setting, that -- where you're getting into rulti-discipl
that's where the nmedical institution -- that's where you

the radiation safety commttee. For the stand al one phys

ond

d

ch

ng,

IS

nove

nes,

need

i ci an

with a nuclear -- you don't need it.
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But you're right, we would need to define bet
medi cal institution.

MEMBER SWANSON: | don't have any problens w

t hat concept. Okay, | don't have any problems with the

concept if only diagnostic nuclear nedicine is the only gntity

in that institution. But it wouldn't make sense to me tq have

a radiation safety commttee in an institution where you

need

a radiation safety commttee and exclude di agnostic nucl gar

medi ci ne.

That doesn't nmake sense to ne.

MS. HANEY: No, that was not the intent of th|s
option. It was if the facility was only licensed for, sa3y,

the current 100 and 200, they don't need a radiation safgty

comm ttee.

CHAI RMAN STITT: So, just a second; let ne fi
wi th Naom .

So the reason you said what about number two
to discuss it?

DR. ALAZRAKI: Right, but | think that nunber
two, to nme, does make sense. | think that any institutidg
which is providing "high risk” procedures using radioacti
materials or radiation delivery needs a radiation safety
comm ttee.

And to support -- for all the reasons that De

ni sh

n

ve

nni s

said, to support the radiation safety officer, to be surg
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there is a |level of awareness on the part of the

adm ni stration and on the part of physicians practicing
institution about radiation safety.

So | think nunber two sounds to nme very
reasonabl e.

CHAI RMAN STITT: It would be hard to believe
this group could hone in on sonething that quickly.

Barry's junping up and down, and then Dan.

DR. SIEGEL: |I'm not junping up. Just a poin

n the

 hat

I of

-- | think Naom's picked up on it. As it canme across irn this

version, option two is not worded correctly because it inplies

that the commttee doesn't have purview over 35.100 and 3
activities.

When in fact, what it nmeans to say is that yo
don't need a commttee if the only thing you're |icensed
is 35.100 and 35.200. |If you're licensed to do other thi
then all of it conmes under the purview of a commttee. A
al so, just for the record, support the concept of radiati
safety commttees for all the reasons Dennis said.

CHAI RMAN STITT: Barry, what you were just
referring to when you | ook at our page eight, alternativse
with radiation safety commttee/w thout radiation safety
commttee, is that what you're referring to?

DR. SIEGEL: No, I'm-- look on page five.

5. 200

|

to do
ngs,
nd |

on

t wo,

CHAI RVAN STI TT:  Ckay.
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DR. SIEGEL: And right at the beginning of th
draft rule text where it says each nedical institution
i censee shall establish a radiation safety commttee to
oversee the use of byproduct material, with the exception
di agnostic | ow dose, seal ed and unseal ed byproduct materi
use.

That inplies that the commttee wouldn't | ook
that stuff. That's not what's neant. At least |I don't t
that's what's neant.

MS. HANEY: It was not what was neant.

MEMBER NELP: That's the exception of
institution use only.

DR. SIEGEL: That's correct. And there are s
of those. And those small, 20 bed hospitals that only ha
di agnosti ¢ nucl ear nmedicine don't need to be burdened wt
radi ati on safety commttee.

CHAI RVAN STITT: Let ne ask Cathy then to exp
to me the -- in the matrix on page eight, the slashes. §
you're saying if it's the small group that Barry just ref
to, the other side of the slash refers to thenf

MS. HANEY: Correct.

MEMBER W LLI AMSON: It seens maybe one way to

(1)

of

al

at

hi nk

af ety

re be

address the question is not should there be a radiation s
commttee. | think that's sort of |ike asking should theg
not her hood and apple pie and stuff like that. But are --
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basically the current node of nedical practice such that
need a federal law to keep this check in place with a hid
| evel of confidence?

| guess that's, to nme, sort of the John G aha
test here, if | could call it that.

CHAI RMAN STI TT: Go ahead, the John Grahamte

MEMBER GRAHAM | think with the clarificatio
alternative two that we've discussed, that, as | understa
it, means there would be a radiation safety committee in
organi zations that covers diagnostic materials as well.

Yes, I'"'msaying in this -- this is one of tho
rare situations where | would say there's a federal regul
that would retain a radiation safety commttee for all th
reasons that have been discussed. And that's from soneon
literally spends tine every couple nonths eval uati ng what
hospital commttees we could kill

This is not one of them

CHAI RMAN STITT: Would the group like to focu
alterative two as far as the subconponents?

Al'l right, you going to go along with that fo
now, Lou? Okay, all right.

MEMBER FLYNN: Are we going to make a resol ut
t hat we accept two or not?

CHAI RMAN STITT: Yes, please do that.

we

m

[92)
~—+

n of

nd

72
(¢

ation

e

e who

on

[92)

on

Dan.
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MEMBER FLYNN: I make a --

CHAI RMAN STITT: Do you want John to speak fo
you?

MEMBER FLYNN: | nake a notion that we suppor
alterative nunmber two with the nodification that institut
who excl usively have diagnostic | ow dose, seal ed and unss
byproduct use do not need to have a radiation safety
commttee. But otherw se, they would fall under the purv
of a radiation safety conmttee in other circunstances.

CHAI RMAN STITT: All right, discussion.

Lou.

MEMBER WAGNER: | think | agree with it in
principle, but 1'd like to extend it a little bit to say
di agnostic | ow dose sealed is -- excludes the potential f
the sane facility to be able to treat hyperthyroidism A
t hat can be done on an outpatient basis.

And | personally would like to see that also
i ncl uded because there's lots of small facilities that w
the majority of diagnostic, but they'll have a few patien
that they treat too, and that's all on an outpatient basi

They have a radiation safety officer that

oversees the issues. They have a physician that oversees
i ssues. They have a technologist there. 1t's an outpati
basis. 1'd like to see that included in the definition h

-

i ons

al ed

i ew

or

nd

t he

ent

ere.

MEMBER NELP: OF exceptions?
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MEMBER WAGNER: Yes, the exception of diagnos

| ow dose, seal ed and unseal ed byproduct material uses. A
|'"d also like to include in that the outpatient treatnent
hypert hyroi di sm

CHAI RMAN STITT: Dennis and then Naom .

MEMBER SWANSON: | have a problemw th that i

that now you're going fromsonmething that's clearly | ow rji

to sonmething of a different |level of risk, and then we'ré¢g
going to have to nake that determ nation for every other
procedure that we do.

Clearly, the NRC has recognized di agnostic
nucl ear nedicine as lowrisk. Let's leave it like it is
not try to confuse it with that issue.

CHAI RMAN STI TT: Naom .

DR. ALAZRAKI: | think what Dennis -- |'m not
sure that | understood what you just said, Dennis, but I
that if you're using therapeutic doses of 1-131, that yo(
really do need the radiation safety conmttee to support
RSO and to also raise the awareness of the adm nistration
about the issues of radiation safety.

Because you are dealing with doses which -- o
131 which fall into the category of they need speci al
attention, | think.

MEMBER WAGNER: | have personal experience w

nd

of

and

t hi nk

t he

it since | run such an institution. And it's very smal
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terms of a lot of its procedures. There's basically only
t hree peopl e involved, the technol ogist, nyself and the
physi ci an.

And we never have any problens, and | never h

AV e

any problem getting support from adm nistration. And whgnever

we neet, we neet as a group. We neet as a group or three

people. We neet as a group and we go over all the issuesg. W

address all those things.

| don't understand -- yes, but here you're
getting into this rule about the conmttee neeting, and t
you're going to fall under all the other prescriptive elg
of the commttee.

MEMBER SWANSON: But that's what we're talkin
that's what they need to take out.

DR. ALAZRAKI: Yes, the conmmttee could be
adjusted for the type of situation that you're tal king ab

MEMBER WAGNER: And then also -- well, okay.

| can see your point. |If the size of the
commttee could be adjusted for that, that's one issue.

But | just don't want to see facilities that
just limted by that to be hanpered by having requirenment
anot her commttee which has so many X nenbers, and have s
size, and neet on a formal basis, and that take m nutes f

quorum and all that other stuff, which sinply is unnecess

hen

ment s

out.

Al e

s for

uch a

or a

ary.

CHAI RMAN STI TT: Go ahead, Ruth.
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MS. McBURNEY: Yeah, | think it's inmportant f

those facilities to still have a radiation safety comm tt

ee if

they're doing therapeutic -- using any therapeutic |levelg of

mat eri al .

In the situation you were tal king about, Lou,
it's probably nore inportant that we have nore flexibilit
the make up and nmenbership of the commttee, especially i
it's a radiation safety officer that's off site in these
facilities that's not on site all the time or physicist @
what ever to get together periodically to discuss matters,
may not need to be made up of all these other representat

CHAI RMAN STITT: Just a comment.

We have a notion that we will vote on, and th
think to follow what we've been doing on other sections,
we shoul d go through the draft text point by point.

Ckay, Dan, we'll let you make this notion. D
you want to repeat it?

MEMBER FLYNN: | nmke a notion that we accept
alternative two with clarification that the institutions
only diagnostic, |ow dose, seal ed and unseal ed byproduct
materials do not have to have a radiation safety commttse

CHAI RMAN STI TT:  Okay.

Al'l those in favor? All those opposed?

And the good news is, if we continue to chug

y in

—

smal |

but

i ves.

D
>

t hen

Wi th

e.

along at this rate, we're going to take some of tonorrow
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agenda and put it today. That's to spur you on. | don't
if you view that as good news or bad news.

In fact, Cathy's gone out to see if she can
hustle some -- let's turn to page five. |If 1've got it
correct, that is alternative two, which we just voted in
of. And sonme of this gets into the specifics that | thin
nunmber of the conmmttee nenbers brought up.

Let's start discussing the draft rule text fo
al ternative two.

Denni s, go ahead.

MEMBER SWANSON: For alternative two, you kno
to get rid of the very prescriptive requirenents here, |
suggest that you |l ook at alterative four now, okay.

And if you go to page seven under draft rule
at the bottom of the page, you would have sonething |ike
oversee the use of licensed material, the |licensee nust
establish a radiation safety commttee or policies and
procedures relative to the operation of the radiation saf
commttee that will do the foll ow ng.

Ckay, and those are the general performance t
of criteria without getting into anything prescriptive.

CHAI RMAN STITT: We may want to end up with a
notion on this because this gets a little nore specific t

- we were nmaking commentary on the previous section.

know

f avor

k a

-

.

woul d

[ ext

ety

ype

han -

MEMBER SWANSON: So noved.
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MEMBER NELP: Second.

CHAI RMAN STITT: All right, we've got a notio
and we've got a second. And the motion is for us to turn
page seven.

MEMBER W LLI AMSON: Do we need to vote on th
before we turn to page seven?

(Laughter.)

CHAI RMAN STITT: Well, the intent of the noti
was to turn to page seven. Let's discuss page seven, dr3g
rule text.

Denni s, why don't you just walk us through it
You're the guys that have to use this, so talk to us aboy
this.

MEMBER SWANSON: | woul d say that draft rule
text, which now would conme under option two, --

CHAI RMAN STI TT: Ri ght .

MEMBER SWANSON: -- okay, would say to overse
the use of licensed material, the licensee nust establish

policies and procedures relative to the operations of the

radi ati on safety commttee that will do the follow ng.
And really, those are pretty performance-base
they're witten there. | don't really have a whole ot ¢

probl ems with those.

t

L7

—+

(1)

—
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DR. SIEGEL: Except paragraph E because E is
if you |l ook at E on page seven, E is develop a mechani sm
communi cati on

MEMBER SWANSON: That is the nmechanism You'
right.

DR. SIEGEL: But the conmttee is the nechani

MEMBER W LLI AMSON: So woul d the proposal be
take on page seven A and B and substitute it for B(1) thr
B(5) on page five? |Is that the idea?

MEMBER SWANSON: Yes, it would be basically
taking A through E and -- excuse nme, A through D and
substituting it for everything that's currently under A 3

on page five.

CHAI RMAN STITT: The nmotion we're dealing wit
was -- | nmean, if we stick with your notion, that's
effectively what the trade off is. The notion kind of di
us to the stuff on page seven.

Al right, let's keep on discussing this.

MEMBER W LLI AMSON:  Well, | think then it's n
clear what the definition of radiation safety commttee

| would think one m ght want to keep the bit
there where it says that the menbership -- you know, basi

shoul d be a representative cross section of the primary U

and authorized users within the institution and include S

for

nd B

=

rects
Dt
S.
cally

sers

onme

connection to managenent and the radiation safety officer
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SO0 on because that's the reason that was -- that we put f
for having the radiation safety committee in the first pl

Ot herwi se, it doesn't seemthat there is any
di fference between alterative four and alternative two if
don't keep the definition of the concept of radiation saf
commttee intact in some form O herwi se then radiation
safety commttee can be whatever the institution specifig
to be and we're back to alternative four.

CHAI RMAN STITT: Any rebuttal ?

MEMBER FLYNN: | agree with that. | think yo
could be a little bit nmore specific about the safety
commttee. For a small institution, if it's a representa
fromeach nodality, if there's one nodality, there's one
member. Bigger institution, therapy, nuclear nedicine an
ot her areas, there would be nore representation to the
commttee if there was nucl ear cardiol ogy and ot her peopl

But a small institution, the commttee would
by definition, small. So it shouldn't be too burdensone.
find it's also -- is there sonmething m ssing intentional
this? Since I'"'ma new RSO, | see there's sonething n ssi
here that we have to discuss every neeting, and that is |
don't see where it says review quarterly the exposure rec
and review annually the ALARA program

That was sort of, you know, carved in stone a

orth

ace.

you

ety

S it

|

tive

d

be,
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ords
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sonething we do. Is that intentionally out of --
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CHAI RMAN STITT: Cathy has a coment.

MS. HANEY: Yes, it was intentionally taken o
thinking that the requirenents in Part 20 to have an ALAR
program and periodically review your program cover those.

we were going in with the philosophy that if there's a

requirement in Part 35 that is required -- also required |i

20, that we would let 20 take care of it and take it out
35.

MEMBER FLYNN: Okay, because -- | nean, |'ve
di scovered problenms with some exposure records and then v
taken actions. But that wouldn't happen then. [It's proj
not necessary. These are not major problens. They're --
know, they're --

MS. HANEY: Well, the intent again would be

that yes, that review would still take place, but it woul

MEMBER FLYNN: By who?

MS. HANEY: By the radiation safety conmmttee
whoever is reviewing the ALARA program at the facility.
mean, | need Part 20 to give you the exact quote for you.
there is a requirement for the annual audit of the progr§g
Part 20. And as part of reviewing that, one would | ook 4
fil mbadge records, the dosinmetry records.

And that's not necessarily being required und

of

e' ve
ably

you

[°2)

d be

or

And |

But

min

t the

35 requirenment, but would fall under a 20. Again, it was
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giving the licensee a little bit nmore flexibility in how

t hey

do these things. And we just thought the Part 20 requirenent

covered it.
You know, if you want to put it back in, we c

certainly put it back in. But it wasn't --

MEMBER FLYNN: |I'mnot sure if it should be b
in or not. | just wondered if it's not there -- | nean,
you don't want it, keep it out. But do you think that th
licensees will pick up on the fact that they need to do

| mean, who's going to know if the safety
comm ttee doesn't know that they should do it?

MS. HANEY: Well, | guess --

MEMBER FLYNN: How does that happen in a snal
institution that they just say well, if they just don't d
they don't feel it's required anynore so they stop doing

MS. HANEY: We would still have in guidance s
when we're discussing radiation safety commttee -- we'l
probably still have sone references to Part 20 requirenen

That, you know, in addition, you know, Part 20 says you (@
to be doing this.

So it's not -- the guidance wouldn't be neant
be just solely Part 35. | guess the other is that the
i censee should be famliar with Part 29 and what they sh

be doi ng under Part 20.
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CHAI RMAN STITT: 1'd like to get the commtte
back to the itens that are listed on page 7. | want to j
continue discussing these. There has been the issue brod

up that there potentially needs to be an addition, as | on

we're focusing on this group, because that's what the not|i

has led us to focus on. But one of the comments that can
was we nmay need to add sonme segnent that tal ks about the
conposition of the comm ttee.

MEMBER SWANSON: | have no problemw th inclu

a segnent that addresses the conposition of the commttesd.

However, | don't think that segnment should include specif

requi rements for specific individuals. So | would recom
if you're going to do that that you would include a statsg
sonething |ike, "Menbership nust reflect the scope of
operations respective to the use of byproduct materials
the institution and include the radiation safety officer
representative of nmanagenent.”
CHAI RMAN STITT: Do you have that witten dow
MEMBER SWANSON: | do have that witten down.
CHAI RMAN STITT: Okay. Because we need to --
"1l make a note that it nmust reflect the conposition.
Okay. Let's continue to discuss page 7, A
through E, and there is a potential F that Dennis just

descri bed.

(1)

ust

ght

di ng

(¢

end

ment ,

it hin

and a

MEMBER SWANSON: Probably be A
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MEMBER W LLI AMSON:  Wel | - -

CHAI RMAN STITT: Oh, yes, Jeff. Okay.

MEMBER W LLI AMSON:  Well, on page 7 under A,
maybe tel et herapy physicist m ght be kind of an outnoded
requi rement as --

CHAI RVAN STI TT:  Yes.

MEMBER W LLI AMSON: -- a category.

CHAI RMAN STI TT: Go ahead, Cathy. | think we
di scussed this before.

MS. HANEY: This is sonething that | think w
get refined further on down the line as we work with it.
t houghts were given to, you know, in this case just defin
physi cist, that we would not -- you know, do we need to
a tel etherapy physicist, an HDR physicist, ganm stereota
You know, do we want to get at that |evel of wordiness an
definition space, or can we just say "physicist for the
nmodal ity. "

So what ever and wherever we end up on those
particular itenms, you' d have to nmake the correspondi ng ch
here. But that was an item that has been brought to our
attention.

CHAI RMAN STITT: Okay. Good comrent. Any ot
commentary on the bullets that are in front of us?

MEMBER NELP: | think it's pretty good.

ve

Sone
ing a
efine
ctic?

d

ange

her

Sinplified, but it's the sane.
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CHAI RVAN STITT: Do we want to go as far as
making a nmotion? This is fairly --

VEMBER GRAHAM We have one on the table.

CHAI RMAN STITT: That's true. |I'msorry. W

MEMBER W LLI AMSON: That was to turn to page
right?

(Laughter.)

CHAI RMAN STITT: We have a notion to turn to
7. Rght. It was a little -- it was nore eloquent. It
nore el oquently stated than that. Dennis, give us your -

MEMBER SWANSON: | recommend that under optio
we replace Sections A and B with the draft rule | anguage

appears under alternative 4, A through D, plus an additiog
statenment E that would include, "Menbership nust refl ect
scope of operations respective to the use of byproduct

materials within the institution, and include the radiati

safety officer and a representative of managenent other t

the radi ation safety officer,” which is the standard wordi

CHAI RMAN STITT: Okay.

MEMBER WAGNER:  Second.

CHAI RMAN STITT: All right. So that was the
nmotion. It has been seconded. W have had sone discussi
Go ahead.

MS. McBURNEY: Would you still have the

=

page

was

t hat

nal

t he

on

han

on.

i ntroductory statenment in 2, but changing the wording to
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reflect, "Each medical institution |icensee shall establ
radi ati on safety committee to oversee the use of byprodug
material, with the exception of institutional |icensees t
use only diagnostic and | ow dose and then seal "?

CHAI RMAN STITT: Yes. That was the first not
that we voted on, so that's still -- that's intact. Now
just discussing the text, the draft rule text.

Everybody ready? WMre coments? John?

MEMBER GRAHAM  Well, | think the only comren
for the record is that with the notion that we' re about t
vote on, there clearly is a commttee stating that there

need for a prescriptive rule on a quorum or how often th

commttee is neeting, or how they are maintaining recordg.

CHAI RMAN STI TT: And the record should show a
of these people are shaking their heads up and down.

(Laughter.)

They're too tired to speak up.

Al right. That's in the mnutes. All right
Let's vote on this.

DR. SIEGEL: You are, in a way, saying that t
commttee has to neet at |east annually, because option L
says, "Review annually, with the assistance of the RSO t

radi ati on safety program™

sh a

—

hat

on

we're

o

is no

at

he
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CHAI RMAN STITT: | suspect John, in his axing
hospital commttees, if you're conmttee didn't nmeet ann(
you would be on the list to be axed. So --

Any other coments? All right. Let's vote.

Those in favor of this recomendation, includ
the additional proviso that reflected conposition, raise
hands.

Those opposed?

We are on a roll.

Now we are at the free association part of th
neeti ng, because we're an hour and a half ahead of tine.

Here's what the plan is. W're going to turn
tomorrow, 4:15. We're going to start with the University
Cincinnati. |I'm hoping that radi opharmacy gui dance and
carbon-14, which are supposedly being in preparation song
upstairs, may be able to float down here.

There is a suggestion we could start on train
and experience, but the cardiologist is gone for the
afternoon. He will be back tonorrow norning. There is d
to be a ot of discussion on patient notification. W h3a

di scuss definition of reportable events, and | think that

going to take a fair ampunt of -- either one of those alog
going to take some tinme. Well, at |east reportable event
are.

of

ally,

ng

your

(1)

to
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wher e

ng

oi ng

ve to

ne is
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So we've got a fair amount of material that |
t hi nk we ought to keep using until at |east 5:00 today,
because we really break down and get tired when tonorrow
her e.

MEMBER NELP: We could discuss training and

experience with the exception of nucl ear cardi ol ogy, whig
sort of a -- but there is a lot of other material there t
di scuss. And then Manny -- we could save that segnent pe

for when he returns tonorrow

CHAI RMAN STITT: | think anything we can get
started on today is going to be a hel p.

MS. HANEY: -- the radiation safety officer
aspect of that package. The package you have has several
pages of training and experience for the authorized user,
t hen you go ahead and interpret the experience for the RS
So maybe we, again, can start on that. W will have copi
the viewgraphs made for you. But that, |like you said, wg
could at | east do sonme prelimnary discussions on.

DR. ALZARAKI: \What about the University of
Ci nci nnati ?

MS. HANEY: That's what |'m doi ng now.

DR. ALZARAKI: Oh, that's what you' re doing n
Okay.

CHAl RMAN STI TT: Do we have handouts on that,

gets

his
0

r haps

and
O.

es of

or

is that --
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MS. HANEY: Well, I'll have handouts for you.

"1l have them avail abl e for you.

Also, | didn't get the opportunity to study u
this subject, so you'll have to bear with ne.

CHAI RMAN STITT: We'll learn with you.

MS. HANEY: We'll learn --

CHAI RMAN STITT: This is all new to us, too.

MS. HANEY: All right. And | can't get -- |
tried to nove this up. W can't do it.

Al right. Let ne go ahead. Basically, this
started back in 1996 when NRC received a petition fromth
University of Cincinnati. They asked that we anmend 20. 13
which is the dose limts for the public, to authorize th3
specified visitors of hospitalized therapy patients that
currently considered nenbers of the public be allowed to
their dose limts go up to 500 mllirem This was really
i ntended for individuals that would provide support, dire
support/confort to the patients.

We noticed that receipt of the petition in th

Federal Register and asked for comments on it. Then, thqi

b on

e

01,

—

are

have

ct

(1)

next step was to prepare a draft rulemaking plan. This was

forwarded to the agreenment states for their review and
comment, which is along with our standard for how we addr

petitions.

€ss
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There were revisions made to this plan, and
was forwarded to the Comm ssion for their approval in Aug
of |l ast year.

The proposed rul emaking plan -- these were th
el ements that were |isted that would allow an authorized
physi cian the discretion to permt consenting adult faml
menmbers to receive up to 500 mlliremannually from expos
to the patients. W would then have to amend 35. 315 and
35.415 to require |licensees to obtain and docunent vol unt
i nformed consent fromthe famly nenbers if they would bs
goi ng over 100.

The licensees would be required to provide AL
gui dance to these visitors, and then we'd amend 20. 1003 t
include a definition of a famly nenber.

Some of those things changed, so don't get to
don't focus too nmuch on what is up there. You ve got to
until the last two slides.

OCkay. The Conm ssion approved the rul emaking
pl an, and we just recently received this. And they asked
t he proposed rule that would go out that we would justify
a public health and safety basis, the requirenent for the
| i censee docunentation that the fam |y nenmbers provide
i nformed consent to receive up to the 500 mlliremand th

t hey receive the ALARA instructions.

ust

D

user

ure

ary
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wai t

on
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They said that any of the recordkeeping
requi rements needed to be discussed in the Federal Regi st
And the third one, we should coordinate with ACMJ to dra
pl ain English informed consent form sone of why we're hg
but you may not need to do that. And that they al so want
to make a very clear statenent in the Federal Register ng
that it may be possible for sonme individuals to receive (
one rem exposure under this.

The thinking there is that nmore than |ikely,
primary caregiver, after the patient is released fromthe
hospital, who can now get 500, is going to be the sanme psg
that is going to be the specified visitor in the hospital
and, therefore, they get another 500, and you add 500 and
and you get 1, 000.

Okay. Here is what staff is proposing to --
to address the Conmmi ssion's direction. W propose elimn
the licensee's requirenment to docunent the infornmed conseg
and the ALARA guidance. We felt that it would inpose an

unnecessary burden and cost upon the licensee, and that i

can't be sufficiently justified on the basis of health an
safety.

Then we woul d revise Sections 1301, 315, and
-- and | have the rule | anguage for you -- and then we wg

add in the Federal Register notice about the one rem

rson

500

how

ating

nt

—+

d

415

ul d
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Ckay. 1301 would be revised to indicate that
an aut hori zed user determ nes that it's appropriate in
accordance with Part 35, the authorized user may permt 3

radi ati on dose up to .5 rem

And then, in 315 and 415 -- it would be good
can get these up there -- just add the statenents that on
case-by-case basis, with the approval of the authorized U
and in consultation with the radiation safety officer, th
mllirem

So | bring this to you as a status report, bu
al so fromthe standpoint of looking -- this is -- you're

first group that has seen this rule | anguage. This was
devel oped | think on Wednesday norning. So it's a very
time now for you to make comments on it fromthe standpo
rul e | anguage or a decision to not go ahead with the infg
consent and the docunentation of that, and any other iten
that would be associated with this.

MEMBER NELP: 1'd like to nmake a comment.

MS. HANEY: Oh. And |l et me add one nore thin

before you open it up. W recognize that this is a revigi

to Part 35, and at the sane tinme we have this major revigi

to Part 35 going on. But the Comm ssion direction was su

ser

e 500

t he

ood

nt of

r med

B

ch

t hat we woul d nove ahead with this rul emaking, so there was a

deci sion nade to go forward with this.

CHAI RMAN STITT: WI?
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MEMBER NELP: |'ve been very heavily invol ved
with the ethics and principles of informed consent over t
years in other areas at our university. And | think your
recommendations that it not be a requirement in witing 4
excel | ent.

MS. HANEY: Okay.

MEMBER NELP: What you' ve recomended there
think is very reasonabl e.

MS. HANEY: Okay.

CHAI RMAN STITT: Other comments fromthe crow
that is famliar with this? Naom ?

DR. ALZARAKI: Well, 1 think the whole thing
very reasonable. | think it should be done.

CHAI RMAN STITT: It's getting scary.

(Laughter.)

Dan?

MEMBER FLYNN: | can renmenber we had a few lo
dose rate gynecol ogy brachytherapy cases, and the dose ra
the neter could be 30 mllirenkins an hour, or .03. And
you have these very elderly patients, you know, and the -
know, the husband who is 75 years old would |ike to spend
with his wife. And these terrible restrictions, asking h
be 20 feet away against the wall, it just seens bizarre f

75-year old man not to be able to get a few hundred m |l
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i f the need be, you know? Because there is no harm or dfg
to that individual

CHAI RVAN STI TT: Barry?

DR. SIEGEL: The only thing | am not sure abo
s why the after-consultation with the RSO is a condition
this. |If we believe that the authorized user has the
radi ati on safety training necessary to adm nister 35.300
35.400 t hings, why does the RSO have to be in the | oop?
just one nore bureaucratic conplication of a nedically
sensible rule. So I'd recommend del eting that phrase.

MEMBER FLYNN: | would al so, because the --
sonme institutions the RSO is not a physician. | think th
really a medical judgnment here and not about a specific
I ndi vi dual case.

CHAI RMAN STI TT: John?

MEMBER GRAHAM | think we can formalize this
sunmari ze the discussion. 1'd recomend that the ACMJI
recommend the adoption of the rule as proposed with the
revision to 315 and 415, renoving the requirenent for
consultation with the radiation safety officer.

MEMBER NELP:  Anen.

CHAI RMAN STI TT: WAs an anen the same as a
second?

(Laughter.)

nger

of

and

—
(72}
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Di scussi on? Denni s?
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MEMBER SWANSON: The only reason why | could

t hat would be there on a practical basis is because the

radi ati on safety officer is typically the person that nonitors

dose rates, okay, and would set the tinme limtations. At

| east that's the way it is in our institution. So, you Know,

| think in reality that is what takes place. | can see why

you m ght want to take it out, but --

CHAI RMAN STI TT: Ruth and then Jeff.

MS. McBURNEY: Also, what is the entry to 35.
Who is authorizing the case by case?

DR. SIEGEL: The licensee.

MS. HANEY: The licensee is theoretically

authorizing it, but it is really being done by the author
user.

MS. McBURNEY: Okay. So, | nean, there if th
licensee is authorizing that, | would think that the radi
safety officer would need to be involved, and al so, to heg
verify the dose to those nenmbers of the public and visitg

MEMBER NELP: |'m going to coment on that.
do have to keep a -- if you release these people, you do

to make a record of it. You have to nake a notation of
And on a case in point, I will nonitor these patients nys
if the RSO isn't imediately available. 1It's just much n

conveni ent .
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And | think to make them beat the individual
isn't necessary. | think the licensee is capable of doin
nonitoring. |'maquite sure he woul d be.

CHAI RMAN STI TT: Lou and then Jeff.

MEMBER WAGNER: | think the offensive word he
is the approval. W have a --

(Laughter.)

| think the approval is the word that is the

difficulty. So now you can advise the RSO. | don't cargdg.

ahead and advi se the RSO that you are doing this, but you
don't have to seek approval fromthe RSO

DR. SIEGEL: It doesn't say that.

MS. HANEY: No, it's approval of the authoriz
user after the authorized user has consulted with the RS(

MEMBER WAGNER: |'m sorry. | msread that.

DR. SIEGEL: But if the RSO says no, what
happens?

MS. HANEY: It doesn't happen. | nmean, you c
all ow the person to get 500, the way it's worded now

DR. SIEGEL: And so do we really want the RSO
be able to overrule the physician's judgnment that the dos
will be within the prescribed limt and that it's appropr
for this adult visitor to be with that patient?

CHAl RMAN STI TT: Jeff and then Naom .

<
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VMEMBER W LLI AMSON: \What was the rulewiter's

notivation for including this qualification in here, Cath
MS. HANEY: Really for the sanme reasons | thi
Denni s brought up and -- or at least | heard a little bit

It's just that the radiation safety officer would bring t
deci si on process sone of the radiation safety aspects tha
aut hori zed user may not be keying in on.

| can tell you that it was not a "nust be in
there." There was not a | ot of discussion on including
I think if the commttee wanted it excluded there would Q
very good chance that it could come out. This was -- you
know, strawman | anguage went up.

MEMBER W LLI AMSON: It seens very paternal.

me put it that way. You make the presunption that, you K
if it's not exactly specified howto do it in the regul at
that the authorized user will behave in an irresponsible
fashion. So | think that, you know, the law is there and
institution should have the flexibility to figure out how
follow it.

CHAI RMAN STI TT: Ri ght.

Naom , you had a --

DR. ALZARAKI: Yes. Since we have a definite
dose limt there, | would hope that we wouldn't require t

institution to be badging people for this, and | was just

y?
nk

of .
o the

t the

SO

~—+

e a

| et

now,

on

t he

to

he

wondering whether it shouldn't, instead of being a defini
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limt, say approximtely or sonmething |ike that. Just bsg
| don't -- you know, it's a |legal requirenment here, and
they start badgi ng people and going to that expense, in 't
of the interpretation, in terns of enforcenment, how this
be read.

MS. HANEY: | think it would be read that the
i censee woul d not have to badge, but the licensee would
able to have sone type of program or procedure or sonet hi

pl ace that they could show that they have made a deci si on
that, you know, this person has not received greater tharn

It would be very unlikely that we woul d put
approxi mate 500. We usually go -- you know, we go for a
nunber in the rule. But the |icensee would have the
flexibility of neeting this. | would expect that when th
statenments of consideration get witten for the rule that
woul d bring up those things that | just said that the |ig
woul d -- you know, it's up to the licensee to set a progr

And when an inspector canme out, they would
probably say, you know, "Are you allowing visitors to con
to 500?" You know, "What is your -- howis this individy
specified? And how are you maki ng sure that they stay un
500?" And then they would stop at that point.

CHAI RVAN STI TT: Dan?

MEMBER FLYNN: Are we tal king other than | ow

cause

er ns

wi ||

be

ng in

500.

e

ensee

am

e up

al

der

dose

rate brachyt herapy patients who were adnmtted to a hospit
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Is there soneone else that we're tal king about? |'ve had
cases admtted to a hospital.

Well, you know, what happens is what is poste
t he door, because | do it -- you know, the dose rate at t
feet, the dose rate at a neter, the dose rate at the door
You still have those things posted.

MS. HANEY: Right.

MEMBER FLYNN: That doesn't change that. But
t hat specific case-by-case basis, you say, "M. Smth, ydg
stay there and hold your wife's hand for two hours," but
can't be nmore than eight hours in a day or for the tinme,
know. You give the tinme limt. |It's going to be 30 --
what ever the dose rate is at three feet, you just tell hi
|l ong he can be there. | nmean, that's what we do with
everybody el se.

You don't badge everybody. You note the dose
with a geigercounter, and you nmeasure what the dose rate
two feet and at one neter, at the bedside and at one nets
and then you -- that's posted and you advise the -- the n

have training. You just multiply the dose rate tinmes thsg

hours, what your limt is. You know, that's all you need
do.
CHAI RMAN STI TT: Any ot her comments? Lou?
MEMBER WAGNER: |1'd just like to finalize on
this. | comend the NRC for comng up with such a sensif
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rule that is non-prescriptive and is really getting to tNh

point. | can only request, and nmy personal opinion would

e

be

it really is unnecessary to have the after-consultation with

the radi ation safety officer. And | would recomend t hat
woul d be even better if that were renoved.

MEMBER GRAHAM That's part of the notion on
floor.

CHAI RMAN STITT: So let's vote.

Al'l those in favor -- do we want to repeat th
notion? It was to accept with --

MEMBER GRAHAM W th the anmendnent that it wo
del ete cl ause under 315 and 415, with after-consultation
the radi ation safety officer.

CHAI RMAN STI TT: Okay. Those in favor, raise

your hand.

Those opposed?

We're doing well.

Are you able to go on?

MS. HANEY: | will try radi opharmacy, with th
understanding that if there are questions that | cannot 4
that we'll -- 1'"ll get those for you tonorrow.

As nmost of you are aware, there were three gu
that went out relative to the radi opharmacy rule. They W

out in the March tinme period. The coment period is clog

D

L

it

I d

Wi th

(1)
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in the very near future. On that, we have received sone

comments on it -- on the docunents.
Qur plan is to -- obviously, to review all of
comments, we'll need to address them and we'll move forw

to finalizing the guides. W are hoping in the Novenber

timefrane to have a neeting with the organi zations, the

appropri ate organi zations that were involved wth comrent|i

and devel opment of the reg. guides, where we would bring

sone of the issues and concerns in finalizing the docunen

The docunment woul d probably -- that meeting wW
not take place until the Novenber tinmeframe, and then we
be working toward finalizing the docunment. It would prol
be in early -- in spring of next year is probably what |

guess at this point, as far as final docunments being out.

We are running into some concerns, because so
of the items in these reg. guides -- in the reg. guides v
merely -- the reg. guides in the one case, that was an

Appendix to 10.8. There are sone things in there that ar
very specific and tied to Part 35 revision that we're doi
ri ght now.

So we may not be able to do all of the change
that some of the individuals wanted, the comenters wante
made now in light of what is going on in 35, and with the

gui dance devel opnent going on there because it would be -

t he

iar d

out

~—+

oul d
woul d
ably

woul d

e

er e

e

ng

[°2)

d,

we'd be com ng out with one thing, and then the rule is ¢
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to be changing right away, and we'd be getting in. So ws
not be able to address all of those coments.

That's where we are. And as | said, | nean,
you have specific questions, I'Il try to answer them

CHAI RMAN STI TT: Go ahead. Dennis? Naom ?

MEMBER SWANSON: No. | think that my concern
and | think the concern of the nuclear pharmacy conmmunity
that there are several problenms with the gui dance docuner
written. We have repeatedly been offered the opportunity
meet with the NRC to discuss those problens, and | think
is what we're looking for at this point in tine is the
opportunity to neet with the NRC to discuss this problem

MS. HANEY: Okay. Actually, they are in ny
vi ewgr aphs, so let ne see if | -- how well | covered
everything | was supposed to say.

Okay. | covered everything.

(Laughter.)

My staff can brief nme very well.

CHAl RMAN STITT: Any other comments to Cathy
t he nucl ear pharmacy group, nuclear medicine group area?
Okay.

MS. HANEY: Let ne go ahead with the C- 14.

CHAI RMAN STITT: All right.

MS. HANEY: We spent | think a considerable

may

to

t hat

from

anount of tine at the last meeting discussing this. The
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proposed rul e was published on June 16, 1997. The conmmen

period ended on July 16th. Right now we are resolving th
comrents. | do not think we received very many conments
the particular -- the proposed rule.

The docunment right nowis on its way to the
Comm ssion for final blessing, and at that point it wll
publ i shed for a final rule.

Good enough?

CHAI RMAN STITT: Coments to Cathy? Dennis?

MEMBER SWANSON: | think one of the main comr
that |'ve heard regarding that rule dealt with there are
provisions in that rule that addressed nodification of th
capsul e for research purposes that basically prohibited U
the C-14 urea in any other dosage formother than the cap
Ckay? And there was concern because now we're back into,
know, restricting the practice of nmedicine and practice @
pharmacy as to what m ght be done with that particul ar ag

Now |I'm guessing -- and correct me if I'"'mwo
-- that the reason for that is because this addresses exe
di stribution to general |icensees.

MS. HANEY: Correct.

MEMBER SWANSON: And personal |y speaking, |'n
sure | want general |icensees to be nodifying those capsuy
Is that -- | think that that's --

ose

on

be

PNt s

at

se of

sul e.

you

—

ent.

npt

not

es.
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DR. SIEGEL: But, in fact, it's not really to
i ndi vi dual, because it's a | egend drug which neans that Y}V
need a prescription to get it in the United States.
MS. HANEY: Ri ght.
DR. SIEGEL: So you didn't have to put that i
your rule, but that is, in fact, what will happen.
Isn't there a provision, though, that says th
I f you are going to use the capsule, if the individual is
going to use the capsule for research, then the individua

to be a Part 35 |licensee?

MS. HANEY: Right. And it would fall under 3p.

MEMBER SWANSON: And | wasn't totally sure |
under st ood why you said that -- | nean, why a
gastroent erol ogi st who was doing a study of the treatnment
ul cer disease couldn't use this tool as part of his reseag
in his office if he chose to conduct that research

| wasn't sure where that canme from because t
risk certainly isn't any higher when it's used in the res
node, as it exists, than it would be used in the clinical
node.

MS. HANEY: Donna-Beth, can you -- this is wh
-- you know, | was not prepared to do this today.

DR. HOWE: Since we haven't seen the Conm ssi

approval on it yet, we don't know exactly what the staten

any

ou

=]

At

| has

of

rch

ear ch

At

ent s

of consideration will say in that particular area. But r
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now, the statenments of consideration say that in order tg
because it conmes under research, in order to protect the
subj ect certain basic rights, then it would have to cone
35.6, and that is not based on risk, nor did the health 3
human services regul ations, uniformregul ati ons on proteg
of human subjects base it on risk.

There was a comment on the health and human
service uniformpolicy that said it should be based on ri
but they did not adopt that comrent. They did not respon
it. 1t is independent of risk.

DR. SIEGEL: There is no problemw th that.
Not hing in allow ng the distribution of one mcrocurie C
capsul es relieves the end user fromrequirements with the
uni form federal policy on human subject proportion. That
woul d be nmy spin on it.

DR. HOWE: That's true.

DR. SIEGEL: And since the people you're
releasing it to aren't your |icensees, they are not real
bound by any further regulations fromthe NRC anyway.

MEMBER SWANSON: They're held to a different
of regul ati ons.

DR. SIEGEL: They're held to a different set
regul ations by a different standard altogether, not real

linked to the -- once that capsule leaves -- if | underst

human
under
nd

tion

sk,

dto

14

y

and
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It, once that capsule | eaves the manufacturer, it is out
NRC purvi ew at that point.
DR. HOWE: It is the sane as a snpke detector
As | ong as the snoke detector is being used as a snoke

detector, it is under exenpt distribution. If the snoke

detector were taken apart, and the source put into sonethi

el se or used for sone other purpose, then it would no | on
be exenpt distribution.

So the capsule is for diagnostic test and not
research. If it were to be used for research, it would t
come under 35. We haven't seen the final Comm ssion deci
on that comment.

MEMBER SWANSON: Certainly, if anybody was
intending to use it in research where they were going to
nodi fy the capsule or the dosage form okay, | would want
to be governed under Part 35. However, if sonmebody is ju
going to use that capsule in the current dosage formas g
of the research study, okay, it ought not have to conme un
Part 35. It is a prescription drug, | think is basically
we' re sayi ng.

DR. HOWE: But it will come under Part 35 bec
of 35.6, and that there are --

MEMBER SWANSON: But we're saying it's not

appropri ate.

of

ger

for

hen

si on

t hat
st
art
der

what

AUS e

DR. HOWE: -- protections under --
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MEMBER SWANSON:  COkay.

MS. HANEY: Dennis, if we can -- nmaybe we can
you know, do sone nore research between now and tonorrow.
we can find out sonmething that would help provide a bettg
reason for you, we'll let you know tonorrow, if that woul
okay.

MEMBER SWANSON: Ckay. But | think you need
under stand that that person using that capsule and that d
formin research, you know, the obligations of that reseg
project are covered by another set of regulations. Ckay.
don't need to codify that in your regulations. | think,
fact, that codification is inappropriate.

MS. HANEY: Okay. We'll take that under
advi sement, and we'll also | ook and see what we can find
bet ween now and tonorrow.

| guess the last topic that was under 4:15
tomorrow was the discussion on Part 33 rul emaking. And
gave you the status this norning on your previous
recomrendations | covered that, so | don't think |I need t
back over that, unless you have specific questions.

CHAI RMAN STITT: Good. | think we've taken c
of the 4:15 to 5:00 slot.

We've got an hour left. | want to use it for

sonething. There are a couple of possibilities. | think

d be

osage
rch

You

5

out

hen |

0 go

Al €
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can't be as formal, but we could start discussion of trai
and experience. That's a very hot topic.

There's another thing on ny m nd which we cou
do. It has to do with the handout. | got it by e-nuai
yesterday, and then there is a handout threshold of repor

events. We could at |east discuss reportabl e/recordable.

coul d di scuss these definitions -- the old m sadm ni str at|i

-- and not start making notions and recommendati ons, but
is going to be sone need to at | east get up to the sane |
of di scussi on.

Jeff is nodding his head. That's about all
going to take for ne to want to pursue this, quite frankl

MEMBER NELP: |Is that the 12:30 topic?

CHAI RMAN STITT: This is the 12:30 topic. W
would like to do -- and, Cathy, | don't know if you -- |
want to put you on the spot, but if you can -- you seemt
able to help lead us into discussions. Wuld you | ook at
recommendati ons for threshold of reportable events? | dd
want to start identifying those alternatives that we |ikg
don't like, because we'll have to do that. There is a ne
of the public who will be here tomorrow, but | think we n
to be saying simlar things to one another.

As to our |evel of understanding, the status

recordabl e/ status quote reportable, which was referred tag

ni ng

t here

evel

don't

0 be

or
mber

eed

quo

as a

m sadm ni stration still is. We had one | ast week
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Wait a mnute. | flagged it here. Another
option is raising these thresholds to the |Ievel of NRC
abnormal occurrence in reporting criteria. That's a whol
different set of topics -- well, not topics, but of
thresholds. So unless sonebody boos nme and pulls nme off
stage, 1'd like to at | east get us talking about what theg
numbers are, what your feelings are, so then we can start
| ooking at the alternatives tonorrow.

Jeff, you and | agreed, let's do it. All rig

Cathy, do you want to try to introduce the

subj ect s?

M5. HANEY: This is going to give ne a free n
toni ght, because now | don't have to study for ny present
t onorr ow.

CHAI RMAN STITT: There you go. Well, | think
this will help us at least start to hone in on the

alternatives, if we can have this di scussi on now.

MS. HANEY: Well, let ne tell you what got us
this point. | went to the first working group neeting in
August. This paper was not devel oped. When we got to th

steering group point and we started tal king about patient
notification, we started to -- we really got into the poi
of, well, the notification issue is so closely tied to wh

the reporting threshold and the recording threshold that

t he

Se

ght

ation

to

e

nt

at is

we

need to start |ooking at this.
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Al so, from Don Cool having done sone
presentations to the professional societies where he was
to, on a cursory level, start tal king about what the diff
alternatives were, again, he was getting asked questions
well, what is the threshold for reporting? In other word
you know, at what point do | need to be concerned about
telling you different things?

The other thing that was driving this in com
up with alternatives was the SRM again. It said that we
should conme up with a way to identify precursor events, 3§
probably -- | don't have here the exact quote fromthe SH
you, but it's back at nmy desk. [I'Ill get that -- | nean,
at ny seat. | can get that for you.

So we were trying to sonehow come up with a w
of capturing these precursor events. Wen the working gr
sat down to do it, we first -- we came up with a termfor
di scussi ng these precursor events that went sonething alg
the line of, if there is anything else you think we ought
know, then tell us. And that wasn't going to work in
regul atory space.

(Laughter.)

So at that point we said, well, you know, we'
got a week and a half until the ACMJU neeting. W have t

this out of here, so why don't we put forth what our intse

abl e
er ent
li ke,

S,

ng

nd |
M f or

back

Ay

oup

ng

to

Ve
o get

nt i's

to capture, and then have you hel p us devel op what the ex
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rul e | anguage would be for -- or not the exact rule, but
strawman rul e | anguage for what is this precursor event 3
what we're trying to get at.

That is really what this note 2 is directed a
and it's probably worthwhile taking a mnute or two to re
this note 2, because this is what we're |ooking for as f4§
the precursors go.

Again, as with QM it was being taken as a gi

nd

ad

ven

that we needed to identify precursor events, and that's why,

through all five of these alternatives, you will note th§g
have precursor event in there.

The alternatives that we came up with for the
status quo plus the precursor -- status quo meani ng that
keep the current definition for m sadm nistration and you
the current definition for recordable event. Those curré¢g
appear in the definitions of Part 35.

The thinking is that no matter how we end up
defining these terns, com ng out with these thresholds, t
probably will no | onger appear in the definition because
don't -- it's not really appropriate to have themin the
definition section. We will probably end up throw ng the
back into sone type of rule text, with a reference fromt
definitions section, back to the rule text. But again, t

three or four nmonths down the |ine.

t we

you
keep

ntly

hey

t hey

he

hat's
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The next alternative that we came up with is
we woul d raise the reportable to the AO criteria, and theg
still have that precursor in there. The AOcriteria, if
| ook on page -- | guess the best place to see that is on
7. | want to make sure | get you to the right -- yes, pa
at the bottom A and B. The reason for going to that is
a dose base, and trying to get into a dose base space the

We would still keep the recordable, but we wo
rai se the recordable to the current reportable |evel, or,
ot her words, the current |evel for m sadm nistrations.

The third alternative gets rid of recordable
events and just has the reportable at the AO criteria.

The fourth one is to -- that the reportable w
be owered to the recordable. This gets very confusing.

(Laughter.)

It was very hard at the working group |evel,
fromlistening to nyself nowit is even still confusing.

But in other words, four is a lowering of the
current threshold, is what it really neans.

Five is a conbination of, you know, pick 1, 2
or 4, but rather than having a requirenment for the report
of these voluntary -- for the reporting of the precursors
there would be a voluntary reporting of precursors, and

woul d, at that point, be |looking to some of the other fed

oul d

and

ng

e

er al

agenci es where there is voluntary reporting to see how it
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And | think -- if you will give ne a second,
think in order to evaluate this | do need to read the pag

fromthe SRM for you.

OCkay. What |'m going back to is under the SR
DSI-7. 1t's under your tab on update or revision of Part
Iltem3 -- and this is very key to this presentation -- i5

the staff should address how best to capture not only rel
safety significant events, but also precursor events. An
that -- so during your deliberations on this, the bottom
iIs we need to be able to capture sonme of these precursor
events, and that's why it appears throughout this whole
docunent .

The other thing to keep in mnd in review ng

is that we have a requirenment to report to Congress AOs.

you can al nost take the AO threshold as the highest |evel|.

That's a fixed level at this point with Congress, so that
your high. And then your |ow point is that we need to beg
to capture the precursor events.

And with that, I'll just open it up to
di scussi on.

CHAI RMAN STITT: Cathy, let nme hone in on tha
and just ask you a question. Because the QW supposedly
as one of its interests precursor events, but that seemed

-- precursors were supposedly to be picked up by a certai

M on

35.

t hat

evant

i ne

 hi s

So

abl e

had

to

n

threshold that if you exceeded was reported, and, therefdg
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could identify precursors, and that doesn't seemto work
all. How would this be different in identifying precursa

M5. HANEY: Well, | guess let nme say, first o
all, the concept of these thresholds would cone into play
several places in the rule. It mght go back in -- howey
QW ends up being -- you know, there may be a touch on th
reportabl e/recordable, using the new definition in that r
text. It would also cone about in patient notification.
you notify the patient at recordabl e/reportable? So thig
subj ect has -- touches several aspects of Part 35.

As far as -- | think what you're saying is si
QW didn't capture precursor events, what makes us think
this will? 1Is that pretty much --

CHAI RMAN STITT: That's the short way of putt
it, yes.

MS. HANEY: Okay. | think we're recognizing
QW didn't capture precursor. The Comm ssion has said,
"Staff, go out and capture these precursor events,"” and n
we're trying to cone up with a way of doing that. And th
what gets us back to where | said we started out trying t
defi ne precursor and we couldn't get there.

CHAI RMAN STITT: Well, let me throw sonething
about that, and then I would be interested to hear opiniag

As you probably know, ny institution is doing a fair ano(

at

rs?

ese

ul e

nce

t hat

ng

I hat

ow

at is

o

out

ns.

nt of

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

268

research on human factors, human error, and precursor eve
and it's usually a research topic.

One of ny concerns, and certainly ny question
is this something that can be identified in a standard
practice? | nmean, just in the practice of medicine, the
procedural aspects that institutions would even under st an
precursors to sonething that is eventually going to -- m
happen or m ght be caught as a near m ss and then correct

My concern is that this is easily a research
topic. | don't knowif it lends itself, at |east through
of the neasurenents that we have, to identifying this in
routine course of practice. [|I'mnot sure if we can get
precursor data through any type of regul atory process.

Dennis and then Jeff?

MEMBER SWANSON: Is it possible to address th
t hrough a performance- based requi renment, sonething al ong
lines that the licensee shall establish policies and
procedures for reporting and eval uating precursor events,
then allow themto come up with their internal policies §
procedures? And would that neet the NRC s requirenment in
you woul d have access to this information through your
i nspection process?

In other words -- let nme give you an exanpl e.

mean, you know, we have policies and procedures in our

institution where we -- you know, we record and eval uate
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-- where we exceed the dose of a radi opharmaceutical, a
di agnostic agent, by nore than 10 percent, because we con
that the standard of practice, plus or mnus 10 percent.
Okay? Can we |eave sone flexibility for the institution
devel op their own policies and procedures for capturing t
event s?

MS5. HANEY: | think we can | eave sone
flexibility. However, we need a certain amount of unifor
across |icensees. And w thout defining a precursor event
don't think you would have -- we would not have the assur
that we were getting the unifornmty that we need.

MEMBER SWANSON: The problemthat you have in
defining precursor events, though, is, you know, you can
actually limt the information you get, which is what we'
seen fromthe past. OCkay? And if your goal is to truly
eval uate these events for the purpose of, why did they ha
and what inprovenents, you don't want to limt the inforn
that you get. Okay? And | think that -- I've said it ng
times. That was the problemw th the previous reporting
program

So there's kind of a tradeoff there | think i
what you're |ooking for and what the goals of this progra

CHAI RVAN STITT: Jeff?

MEMBER W LLI AMSON: Yes. | guess | have a co

si der

hese

mty

ance

ve

ppen

mti on

ny

mis.

Lpl e

of comments on this. | think the first is to amplify | t
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on what has just been said by Judy. It is kind of in a
research area, what the significance of these things are,
I think there are several inplications of that.

First of all, | don't know that it is possib
this point to give an objective criterion so that any evs
is a precursor event, if and only if the follow ng condit
apply. You can characterize but not define, and use clin
judgenent to make an assessnent of whether a given deviat
fromthe norm has potential for nore -- under sone slight
different scenario for the possibility of an unsafe situa
and, therefore, you know, requires some kind of correctiV
action, or is of interest to others.

So | think, you know, there is going to be so
of a level of fuzziness that you'll have to accept that v
deal with every day as clinicians. And if you're going t
sort of be like clinicians, you ve got to kind of accept,
know, the way the world is, | would argue.

Secondly, I amnot clear what the -- you've g

and

D

at
nt X
i ons
i cal

i on

y
tion;

e

/e
o

you

Dt

this directive to create precursor events. Do you know why

you want the precursor events and what you're going to ddg

then? Are you going to use this as sort of a nmethod of n

out nmore punitive actions and punishing |icensees? Are Yy
just collecting the data for research? | think this isr
i nportant.

Wi th
eting
ou

eal ly
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You shoul d be addressing, in a clear fashion,
sone perceived public health hazard. And, you know, the
purpose for -- you know, will dictate the nmethod you use
coll ect the data and what you do with it. And if you sor
start out, well, we're just going to have precursor event
you know, | think you understand what |'mgetting at.

MS. HANEY: Let ne read you two sentences fro
the note at the bottom of the page that | think starts tg
at what you've asked -- that the requirenent would be int
to identify events, incidents, and situations which have
inmplications for that facility or inplications for siml{g
facilities, generic incidents that may adversely affect t
dose to the patient or the public.

The objective of this requirenment is to ident
information that would be useful to avoid potentially
significant problens and to inprove the radi ation safety
program at |icensed facilities.

CHAI RMAN STITT: There are a couple of commen
down here. | just wanted to add, before |I let this side
that, again, as | renember several presentations about ON
could swear that a variety of things that had to be docun
in the QW had to do with a fishing expedition, that the
was | ooking -- was going to look at all of the stuff that

turned back in to see if there was sonething that naybe n

m

get

ended

he

[ S
tal k,
P, |
ent ed
NRC
was

mde a

pi cture, made a drawing or a diagram
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Studying this as | do with a whole group of
people who are fromall sorts of walks of life on our can
this is a very difficult topic, and | just am concerned t
it's another fishing expedition that is not very well def
by those few groups of people in the country, where you'V
even | ooked to people who you' re spending a | ot of nopney
contracting to. And they don't know what they're doing.
So it concerns ne that we're turning it into
regul ati on and aski ng people who are practicing medicine
det erm ne what precursor events are on what | view is ang
fishing expedition.
Naom ?

DR. ALZARAKI: | presune, although |I don't kn

that it was -- | see it witten anyway -- and maybe this |i

wrong presunption -- that we're tal king about -- as repor
events, we are applying this only to therapeutic procedur
utilizations of radioactive iodine which exceed whatever
threshold is -- 30 mcro --

MS. HANEY: You have a conbi nation of both th
If you go with the status quo, you go a little bit -- yo(
in that space of the therapeutic. |If you go with the rep
with -- that the AOcriteria, since that is a dose based,

you neant to adm nister a diagnostic dose, and instead ydg

adm ni stered a therapeutic dose, you could kick into thig.

pus,
hat
i ned

e

t her

t abl e

es or

t he

So
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that is why | can't give you a definite yes or no to your
questi on.

DR. ALZARAKI: 2 and 3 would al nmost -- at |ea
by 3 definition -- yes, they both use the abnormal occurr

MS. HANEY: Yes. As long as you're using the
criteria, you are at a dose base, so it's not a
differentiati on between diagnostic and therapeutic, altha
it alnmost falls into that.

Now, in 2, where you do keep the option of
reportable and recordable, the recordable, when it becone
current m sadm nistration, again, is still -- it is still
big things |like the therapy.

DR. ALZARAKI: Okay. Well, you know, taking

into consideration and the di scussi on about whether this|i

| arge research project being conducted by NRC which is ng
wel | spelled out and being financed by users, you know, I
think alternative 3 of the options we have nmakes the nost
sense.

CHAl RMAN STITT: Barry, you had a coment?

DR. SIEGEL: Yes, two. One, in partial answe
what you just said, Naom , currently m sadm nistration
reporting captures sone, but a very tiny nunber, of diagn
m sadm ni strations if those dose thresholds are exceed --

five rem EDE and the 50 remorgan -- and it al nost never

ence.

AO

ugh

s the

t he

I hat

(7]
o]

ostic

t he

happens. That's nunber 1.
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Nunber 2, | just now realized, Cathy, that
actually the way this is structured you have |eft out one
option. As nmuch as | hate to say it, you' ve left out sta
quo reportabl e/del ete recordabl e, because you have that
paral l el structure and all of the others --

MS. HANEY: Yes, that's true.

DR. SIEGEL: So you actually need a new nunbe
and then 2 woul d beconme 3, 3 would beconme 4, 4 woul d becg
and 5 would be alternatives 1, 2, 3, 4, or 5.

MEMBER NELP: \Where are you reading fronf

DR. SIEGEL: The voluntary report. |'mjust
saying that --

MS. HANEY: But you're right. Yes, because t
gets back to this norning s discussion on whether we even
the recordable --

DR. Sl EGEL: Correct.

MS. HANEY: -- aspect.

Can | recogni ze Don?

CHAI RVAN STI TT:  Yes, you can.

MS. HANEY: Don?

MR. COOL: | wanted to try and address, for |
a noment, several of the things that have been said aroun
tabl e about how any of us got into the issue of precursor

because | think perhaps understanding a little bit of the

tus

hat

need

St

d the

context mght help just a little bit.
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First of all, let me say, Dr. Stitt, that you

well be right in terns of whether or not we are going fig
and whether or not, in fact, the type of fishing is actua
in terns of trolling, or wandering around hopi ng that we
snag sonmething with a long line off the back of the boat.
The historical background -- the Commi ssion h

been interested in precursor events -- put that in your @
-- in all of its prograns, as a general way of expressing
froma regul atory standpoint, but nore inportantly from g
can we inprove overall performance within the community t
is regul ated and for which we are held responsi bl e by our
friends down on Capitol Hill, by seeing if there are ways
identify things which didn't quite go bad enough wong fdg
to get called down on the Hill on the carpet, and which v

| ead soneone, maybe the sane institution, nmaybe other

institutions or programs or activities, to |look at and thi

about whether or not the same sort of thing m ght go w on
there, and, therefore, |lead you to think about whether or
you m ght want to do or change sonething within the progr
the way in which you conducted business, so as to avoid t

The exanples that tend to get tossed around w
you're in Comm ssion neetings and di scussions generally d
come fromthe nedical comunity. They are things |ike, v

you know, once upon a tinme, such and such facility bul ged

my
hi ng,
[y

wi ||

AS
uot es
t hat
how

hat

to

oul d

g

not
am or
hat .
hen
on't

el |,

UF6 cylinder. That really was a precursor to the fact th

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

at



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

276

sonme other facility two years |later did the exact sane
scenari o, except that they succeeded in rupturing the
cylinder. And had sonebody sort of thought about that, t
maybe t hey woul dn't have gone and done the sane sort of t
by not weighing the cylinder, and, therefore, have avoi de
particul ar event.

The reason | think that it is, and probably
al ways would be to sone extent, a fishing or a research
expedition is the very nature of the fact that a priori |
can't sit here, and I think what |I'm hearing you say you
sit here, and wite A, B, C, D, and E forns the explicit,
conpl ete, universal set corresponding to precursor, all @
possibilities that go w ong.

What the Commi ssion has asked us to do is to
attenpt to find ways to capture those things, and this i§g
we wrote the note on the bottom here and why we are real
so nmuch in text space that we have alternatives, but rath
| ooki ng for your suggestions as to how to draft text that
m ght assist in having people understand that what we are
| ooking for is, in fact, things which would tell us that
is sonmething within the prograns that other people would
benefit from know ng about.

And a priori | would have guessed that the

agency's approach to such data m ght be to publish an

information notice or put into the newsletter that thus 4
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happened and that people m ght want to be alert for siml
sorts of things, and see what sort of inplication it has
your program Thank you very much. End of discussion.

Now, with that as background, | don't know

whet her you can then cone back and say, "But that's why,

ar

for

fact, you see things |like voluntary reporting, and why yqu see

things |like can you define a sort of generalized nethodol
t hat woul d have people thinking in the same |ines and bei

alert to the sane issues."

0gy

ng

Quite frankly, I don't think the Conm ssion was

necessarily thinking about a punitive detailed structure
saying that identifying a precursor event threw you into
violation space. |In fact, the whole point of this is not
necessarily to get in that node, but rather to be able tg
identify and to have soneone el se be able to do sonet hi ng
about it before you got into that kind of node of operati

CHAI RMAN STITT: A couple of coments, and th
"1l let the conmttee speak.

When devices have problens there is a reporti
mechani sm t hrough the FDA. Accelerators comonly end up
that list, and sonme of that can be thought of as precursgdg
What strikes me, both in ny practice and al so reading thi
t hat over the past few years the things that have happeng

t herapeutic radiology is the advent of renote afterl oadin

of

on.

[12)
>

on

din

g,

both | ow dose rate and high dose rate, which is a nechani
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conmputerized -- it's got hardware, software -- infinitely
procedural as far as various steps that certain people hg
coordinate. And it's one of the better nodels for | ookin
precursors.

Low dose rate or manual renote afterl oading
probably at the far end of the spectrumand is why it nak
very difficult to do precursor for that. And all you've
unl ess your source falls out of the bucket or the bucket
off, is basically sequences of human error.

So | think that with renote afterloading of a
dose rates with the stereotactic, because they are all
procedural and gizno related, that those factors nake
precursor research nore possible.

Certainly, what | would |like to recommend and
have the comm ttee support nme entirely on is lots of nopne
being given to nmy institution fromyour institution.

(Laughter.)

We have little bits of noney that are com ng
way, but | think I1'd like to see you make that notion and
everybody support that we continue our research.

Al right. Let ne open it up. Jeff had his
up.

MEMBER W LLI AMSON: Well, | think it's all fi

and well to collect such informati on and becone a

ve to

g at

L7

es it
got ,

falls

y

I hat

hand

ut |

cl eari nghouse for it and see if you can see a pattern. E
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think if you are going to include it in Part 35, which ig
regul atory space and potentially punitive if you, you kng

don't play along according to the proper tune, you should

one, clarify explicitly this is not, you know, going to |

to -- lead an institution into puni shnent space as you pu

for conplying with the request. And secondly, it should
voluntary. And thirdly, the criteria, since you accept t
they are inherently fuzzy given our |evel of know edge of
human errors and factors anal ysis, you know, should expli
recogni ze the necessity to exercise clinical judgment in
identifying these events.

CHAI RMAN STITT: |I'mgoing to go around the t

for any other coments along this line, and then | have ¢

final task this group has to do before we quit today.
Anybody el se over here? You'll be next after
Denni s.
MEMBER SWANSON:  You know, in listening to th
my personal feelings about this is | think it's inportant
report directly to the NRC events that neet the abnornmal

occurrence threshold. | would also think it's inportant

be

hat

citly

abl e

ne

to

t hat

sonmewhere in -- you know, what | get concerned about is what

about the events between that threshold and uni nt ended
devi ati ons from whatever is planned.

| don't want institutions -- and there ought

be sonething in the regulations that address the requiren
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for the institutions to |look at those events, okay, and t
what |'m getting back to is there probably ought to be sdg
performance requirement for themto | ook at those events
part of their quality inprovenment program

Agai n, let nme enphasize, though, | wouldn't p
speci fic nunbers on those. | would |eave that up to then
determne in their policies and procedures, and then | wg
see a voluntary reporting of that information to the NRC

CHAI RMAN STITT: WI?

MEMBER NELP: | had a question to you. |If |
a reportable event, | fill out a formto report it to yod
-- you have nade up the formthat you' ve sent to nme, ist
correct? You give ne a nethod of reporting and you ask n
fill out the blanks?

MR. COOL: The present process doesn't
necessarily have a form The rule says that if you have
type of event -- and right nowit's expressed as percent§g
pl us or mnus on the dose, then you need to call the
operations center within X nunmber of hours and provide th
foll owi ng kinds of information.

The fact of the matter is that ny friends who
on the fourth floor here in the operations center have a
little formand they're going to ask you the things so tNh

t hey can check out the little boxes and enter it into the

hat's

me

as

nto

ul d

have

t hat

hat

e to

X

ges

e

are

at

system
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MEMBER NELP: So why woul dn't you say, "Thank
you, Dr. Nelp, for telling me about this. Now |I'm going
send you another form and I'd |like you to list -- answer
t hese questions and see if there are any things that |ed
this that we should be aware of, because we're conpiling
I nformation."

There were precursor events, but the termis
glitzy. It's an in wrd. |If you go out to Walla Wall a,
Washi ngt on, and ask physicians about their precursor ever
they're not going to know what the heck you're tal king ab
O they may think you' re being rude.

(Laughter.)

| agree with Judith that we want to -- there

si npl e ways of policy you can gather the information. BY

let's keep it out of the regs. | think it should not be|i

the regulations at all.

CHAI RMAN STITT: Rude or maybe even ki nky.

MEMBER NELP: Ki nky, vyes.

CHAI RMAN STITT: All right. W'IIl say that
you're first in line on this side. Just this once.

DR. Sl EGEL: Precursor events | think, having
di scussed this previously with some nenbers of the staff
Il think if you try to define that in the regulations you'

going to go back to the other thing | used to joke about

up to

this

very

out.

Al e

her e,

Wi th

this -- operators are standing by -- because you're |iKkel
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have it so vague that people are going to be so confused

about

what they have to report that you' re either going to be Quried

I n paper or buried in phone calls.
And that is why |I really strongly support a
voluntary reporting nmechanism which you don't even have

take responsibility for. You could work out a deal wth

t he

United States Pharmacopeia and | et them be the clearinghquse

for your voluntary reports, nmuch the same way that they gre

for drug and device reports, those that are not -- the dgvice

reports that are not mandatorily reported to the FDA

That's a way to | et people who have sonethi ng
that occurred that is bothering themlet people know and
investigating it if they choose to. It is a very non-
judgnmental mechanism And frankly, based on the things t
|'ve seen the USP do with the data and what they transmt
to the FDA, | think it has worked very, very effectively.
so it could be conmpletely out of Part 35 space and still
acconplish what the Comm ssion wanted to acconplish. So
that's what | would argue for

CHAI RMAN STITT: Good conmment. Keep on going

Andr ew?

MEMBER KANG. Yes. | have just one comment,
the question is that I -- | fully understand the NRC s ds

concern about the radiation safety in this precursor evern

start

hat

on

And

ep

—

But | am not sure that -- and precursor neans, by definit
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It is an event happening prior to a main event. W thout
mai n event happeni ng, how do you define the precursor?

You know, again, all of the potential precurs
events doesn't necessarily lead to accidents. So again,
very vague term nology there, the precursor. W can say
that is precursor, but it is very difficult to assess, eV
you collect all of the precursor event data.

So | think what | would think is nore appropr
is that when you collect any real incident report, then
can -- may perhaps collect at the same tinme what the user
think that m ght have been happening prior to the inciden
Only you can collect the data when radi oactivity event
happened. Then you can probably collect sone precursor ¢g

CHAI RVAN STI TT: John?

MEMBER GRAHAM  There have been a nunber of
comments that we should go on the record to recomrend tha
coll ection of information on precursor events is a great,
good, and wonderful thing as long as it's kept on a vol un
level. As | think we discussed at length in the April
neeting, the problemis that you cannot collect this
i nformation. You cannot analyze this information w thout
comm tting resources to do just that.

And | don't know -- and fromthe tone of your

comments -- for the Nuclear Regulatory Conm ssion to go g

t hat

t hat

en if

ate

ou

—

vent .

t the

tary

ut in

search of precursor events that m ght avoid a Three Mle
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I sland accident, | understand that it wouldn't take ne ve
long to get to a very strong cost-benefit analysis of doi
t hat .

But at the level that we're talking, with the
mllions of procedures that we're tal king about, to cone
with a national database to try to track nmedical precursg
events that may or may not, after a litany of esoteric
research, result in a change in the system or procedure,
woul d not recommend even a voluntary system noving forwar
It's going to have significant cost.

So | think the issue is that the staff has be

charged to address how to capture precursor events. Fing.

think the staff could recommend a voluntary program and t
t he charge back on professional societies and groups that
already exist to identify the best, nobst effective way tqg
voluntarily review those activities. You can't do this -
the USP was di scussed at length last tinme as a voluntary
programand is still the best nodel | think any of us haV
heard of.

And | would go on record that | think we ough
-- and as the other conponent, nove towards option 3, whi
a reportable event is raised to the AO criteria.

CHAI RMAN STITT: | want to get to that in a

mnute. |t costs nobney to use the --

ng

up

dif

D
>

hr ow

and

e

ch is

MEMBER GRAHAM  Nothing is free.
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MEMBER FLYNN: | just also believe that it sh

be voluntary, and there is other ways to get at it, quits

frankly. For exanple, if soneone had all of the m nutes
all of the radiation safety commttees that have nmet say |i
the last five years, you could read through m nutes -- ydg

read through mnutes. | have read through the m nutes of
ot her hospitals. You cone across incidents happening, th

t hat happen that they discuss during the nmeeting briefly.

It's not a reportable event. 1It's not a recordabl e event|.

I[t's just sonething that soneone brought up at the neetin

And you'll find that things come up that cou
have | ed to sonething that could have been a probl em but
was, you know, caught right away or something. It was t3g

care of. Those would be, in ny view, precursor events an
they -- you find themin the mnutes of radiation safety
comm ttee neetings.

The other thing that -- | think that anyone w

voluntarily reports has to understand that there is no

enforcenent side to whatever this event was. So | think|i

has to be voluntary. When inspectors come around, they g
ask that this is now -- part of inspection is voluntary.
there are any things that have come up, it's not enforceg
It'"s not -- there is no -- if there is anything unusual

happeni ng during any of the plants that we should know ab

oul d

of

i ngs

|®N

t

ken

d

out

in order to -- you're | aughing.
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If it's voluntary, you know - -
CHAI RMAN STITT: How are you going to nake ne

believe that there is no punishnment?

Naom , let's go on to you.

MEMBER FLYNN: Well, if you haven't viol ated

CHAI RMAN STI TT: Ri ght . | don't think that's
culture we've worked on under -- for so long that it woul

very difficult to start --

MEMBER FLYNN: Well, anyway, if you | ook at a
of the m sadmi nistrations that | guess the NRC is trying
put together a database on right now, there are things th
have happened quite commonly in radiation oncology. At |
in the 50 or 60 I've | ooked at there have been three diff
t hings that have happened nultiple tinmes, and | --

CHAI RMAN STITT: Let's keep going. Naom, I’
going to go to you, and then | have anot her --

DR. ALZARAKI: Again, sonme variation on the s
theme, and that would be that if the NRC really wants to
collect this data, if they have the funds to support
contracting with one or two professional societies to col
it for themon a voluntary basis fromtheir constituents,
m ght be able to collect sonething over some period of ti

But |I've got a project on breast cancer that

ANy

t he

d be

at
east

erent

m

A e

| ect

you

| ove for you to put in the regs. to collect data for ne.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

287

(Laughter.)
CHAI RMAN STITT: Well, tonorrow we will addre
alternatives 1 through 5. It would not be beyond nmy summ
of what |'ve been hearing today to think that although ea

t hese includes that we shoul d address precursor events irn

of these alternatives, | think we could end up in troubldg i

we try to come up with an alternative and al so hook on th
statenment about precursor. They may end up needing to bg
di fferent statenents.

Jeff, I want to nove on. Can |?

MEMBER W LLI AMSON: Yes. | was going to ask
coul d ask a question about a different aspect of this
presentation, but perhaps this is not the one you intend
nove on to.

CHAI RMAN STITT: Well, here is what | want to
and we're getting down to 20 mnutes. Again, this is to
us hopefully together so that we're using the sanme terns.
would like to review, in the docunent that we have, the g
recordabl e event, the old m sadm nistration, the status (
recordable, the status quo reportable, and AOO So I'm g

at page 3, looking at --

4
2}

ary
ch of

al |

e

do,

bring

uo

oki ng

Dut

what

MEMBER W LLI AMSON: Could | ask a question ab
AO?

CHAI RMAN STITT: Yes. Let's just talk about
AO -- because when we get to the alternatives tonorrow, i
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under st and what term nology we're using, | think we won't
to have that discussion again.

Tel | us about AO, then.

MEMBER W LLI AMSON: Well, you know, what AO I
like to me is that it is an event that nust satisfy two
criteria. It has to deliver doses, you know, to organs g
bone marrow or sonething that exceed a certain threshold
I's specified here in Part A and then it nust satisfy a b
of conditions which are the sane form-- have the same fg
the current definition of m sadm nistration.

So it seens to ne |like what the intent is is
rule out a certain set of procedures that, you know, do n
have the potential for giving dose that exceed these
thresholds. M concern about this is that it does not ad
one of the major glaring deficiencies of the current
m sadm ni stration definition, which is there is no thresh
for wong site.

So |l would like to ask, if I -- if we were do
an intracavitary inplant in a patient that gave nore than
1,000 centigray to the target organ, and the resident, s§g
removing the sources at the end of the inplant, and he or
funmbl es and drops the source on the bed for two seconds,
gives a mcrosievert extra to the thigh of a patient, tha

under current term nology, | think would be a

have

nDoks

=

whi ch

unch

rmas

ot

dr ess

ol d

ng

y, is

she

and
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m sadm ni strati on, because there is no | ower dose threshag

for wong site criterion of the m sadm nistration definit|i

Wuld this be also an abnormal occurrence? W
have delivered, let's say, one mllirenkin of radiation t
some uni ntended site, which is a very tiny fraction of th
dose that would be there anyway frominverse square | aw
falloff of the inplant as prescribed.

MS. HANEY: | think in that case for it to be
AO you' d al so have to nmeet the criteria of A, if you refg
page 3. You would have net it under B. Under B, it woul
have been an AO criteria. But if you didn't exceed the
thresholds in A it would not have been an AO

MEMBER W LLI AMSON: Well, | guess the questio
I's, does the dose levels in A -- are they uni ntended doss
i ncrenmental doses added on top of the doses that are supp
to be there? O are those the doses that would be there
you correctly executed the procedure? So in other words,
t hought the --

MS. HANEY: These are incorrect.

MEMBER W LLI AMSON:  So the intent of the AO
definition is that these doses are due to sone kind of an
avoi dabl e error on the part of the caregiver, and they ar
due at all -- these are on top of the doses that would ha

been delivered if the inplant had gone off as prescribed.

o

e

an

rence

ose

=]

S,

osed

f

e not

ve

that correct?
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MS. HANEY: Yes, that's --

MEMBER W LLI AMSON: Because | did not get tha
I npression from you know, my discussions with Dr. Siege
about this issue.

CHAI RMAN STITT: Well, we could nmake a statemn
as we address this in nore detail about the wong site, t

it keeps comi ng up, particularly, again, with the renote

afterl oaders, because | think you just are able to nore d
certain occurrences. In the past, it was a little bit
magi cal .

MS. HANEY: Also, | guess a couple of things
know -- when we reference up there the -- like on 2, 3, 9§
where we're raising sonething to the current m sadm ni str
criteria, if there are problems with the m sadm nistratia
criteria like, for exanple, the wong site, the changes ¢
be made in the rule text at that point. This was nore a
conceptual change as conpared to the nitty-gritty itens.

MEMBER W LLI AMSON:  Well, you know, it's just
think -- I want to underscore again, | think one of the n
kind of destructive influences of the current
m sadm ni stration definition and associ ated reporting rul
you know, is that it lets a whole bunch of -- it treats 3§
whol e bunch of cases of small errors, nost of which prob3

fall under the wong site in sone sort of trivial way, by

efine

nd 4,
ation
n

ould

DSt

es,

bl y

—

then are treated by the agency as if they involved, you K
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sonme real injury or sonme event of medical significance tqg
patient, and you have to go through and notify the patien

the referring physician, get everybody alarnmed, and it sdg

creates -- and then also subject the institution to punitfi

measures -- all over sonething that by definition, you kn
is presuned to have nedical significance and invol ve pote
harmto the patient, but in reality doesn't. And so | rg
think this is an inportant issue.

CHAI RMAN STITT: | also want to refer the gro
back to the discussion we had today and didn't conplete -
licensee is required to maintain reportable events, recor
events, abnormal occurrence events. So that discussion h
be held tonorrow. And there are some |levels that --

MEMBER NELP: It can be either/or.

CHAI RMAN STITT: Well, it could be any of the
above. Renenber, we said we need to -- the feeling was Vv
probably needed to maintain sonme sort of record. \What w
be?

MS. HANEY: The other thing, when | got back
my desk | realized this nmorning when | spoke about the on
where the Comm ssion had given the SRMto the ACMUI, ther
were two nore questions that had to do with events that |
going to table until this discussion. Wuld you like ne

put those up just so people can be thinking about thent

t he
t and

rt of

ow,
nti al

ally

dabl e

as to

e SRM

e

was
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CHAI RVAN STITT: We can be thinking about the
toni ght, right.

Does everybody feel confortable -- I don't kn

m

if confortable is the right word -- are we nmaking the sane --

are we wor ki ng under the sanme understandi ng that
m sadm ni stration, according to 35.2, and all of the poin
that are |isted here on 35, everybody now knows what abng
occurrence event criteria are?

MEMBER NELP: |'m confused whether we're talk
about having to report only one series of events that are
"m stakes" or "m sadm nistrations,” and they would foll oy
definition of what is called an abnormal occurrence. And
t hose are the events that we would report, or we would r¢g
events other than that as al so being m sadm nistrations.

CHAI RMAN STITT: | think that's what we wll
di scussi ng.

MS. HANEY: Yes. It really depends upon the
option that you choose.

MEMBER NELP: So we could choose just one eve
will be reportable, and it can have this definition or sg
ot her definition.

MS. HANEY: Right. But then you also have to
cone to grips with this precursor event.

MEMBER NELP: Well, | think we've conme to gri

r mal

ng

t he

port

be

with that. | think that's very --
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MS. HANEY: Okay.
MEMBER NELP: | don't think that's --

MEMBER GRAHAM  Just one question on that bef

we | eave it. The definition of abnormal occurrence that

pr e

publ i shed here on page 7 that you had introduced as a reduired

data el enent that you, the NRC, has to report to Congresg?

MS. HANEY: Yes.

MEMBER GRAHAM |Is that Congress' definition
an abnormal occurrence?

M5. HANEY: No. That's --

MEMBER GRAHAM Is that staff's reconmended
definition?

MS. HANEY: It is --

MEMBER GRAHAM  Could this commttee throw it
and propose sonething el se?

MS. HANEY: Well, yes, | guess is the answer.
This is the definition that NRC has gone to Congress wth

said, "This is what we will report to you at this level."

MEMBER GRAHAM  So any change in it you would
have to take back to Congress.

MS. HANEY: |If we change the AO criteria -- n
recogni ze that this group can change those nunbers for th

pur pose of Part 35. Where | run into a problemis if you

out

and

Now

e

raise the Part 35 reporting higher than the AO criteria,
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I can no longer -- we can no |longer neet the statutory
requirenment to tell Congress.

So you have the -- well, you have -- | nean,
you want to make it 30 versus 50, | nean, that flexibilit
in there. You can even conme up with other thresholds. T
were just ones that the working group came up with.

MEMBER GRAHAM  Okay. But to clarify, we can
make it |lower, but we couldn't make it higher w thout theg
having a requi renent of going back to Congress.

MS. HANEY: Yes.

MEMBER GRAHAM  So - -

MEMBER NELP: And this is the current
requi rement.

MS. HANEY: This is the current requirenments
the AOcriteria. Also, realize that this is -- there are¢g
several other requirenments for reporting to Congress. Th
only a small portion of the AO criteria, and | only picke
ones that were specific to m sadm nistrations. There are
that are just specific to fuel cycle, to reactor site, th
like that. But this was the only section that was
appropri ate.

MEMBER W LLI AMSON: Coul d you supply us tonor
with a nore conplete definition, and if you have any, you

know, useful regulatory guide or other associated docunen

y is

hese

NRC

isis
d the
ones

i ngs

ow

—

that hel ps you interpret this to --
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MS. HANEY: The AO criteria?

MEMBER W LLI AMSON: Yes. To give us --

MS. HANEY: Sure.

MEMBER W LLI AMSON: It's totally newto nme, a
must confess | find the wording of it very anmbiguous. An
maybe this is just sort of a very brief summary of a | ong
nore extended definition.

CHAlI RMAN STITT: You know, Cathy, a question
along that simlar line, you report to Congress, then, un
Section B -- represents either B2, treatnent delivered tg
wrong treatment site. So Congress just heard about you N

dr opped the source on the patient's thigh?

MS. HANEY: No. No, because in this case it's

A and B. So if he dropped the --

CHAI RMAN STITT: | got you.

MS. HANEY: -- source on the patient's site,
t he dose exceeded A --

CHAI RMAN STI TT:  Ckay.

MS. HANEY: -- then we would have to tell
Congr ess.

CHAI RMAN STITT: Thank you.

MEMBER NELP: Did you, in fact, report any AQ
Congress |l ast year fromthe arena of nedical usage?

MS. HANEY: Yes, we did.

nd |

d

er,

der

t he

ave

and

to

v)

MEMBER NELP: Do you know how many?
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MS. HANEY: How many? About 12.

MEMBER NELP: Thank you.

MEMBER SWANSON: This is an attenpt to establ
consi stency between the Part 20 AO requirenments, right?

t hey appear in Part 207

MS. HANEY: No. AOcriteria is a managenment
an NRC docunment, a managenent directive, internal staff
docunent .

MR. COOL: What you will find is that the AO
criteria in general are at l|east a factor of five |arger
any of the actual dose criteria. So if you're |ooking at
20 dose limts, the AOcriteria are generally five tines
limt in Part 20. So in general, the AOcriteria are a S
nunmbers which are substantially above that which requires
reporting in the regulation itself, and is the cut set th

the Comm ssion has currently given to Congress.

And Congress, by not disagreeing, com ng back
sayi ng, "W want to hear about -- nore or |ess has accept
wWith regards to what we will tell them about really

significant events under their particular act and oversig
actions.” The agency, in fact, just in the last year or
did a revision of the criteria, and there were sonme chang
And, in fact, the present set that is represented here in

medi cal arena is a set which results in there being fewer
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identified in this arena than there was previously by abg
factor of two.

CHAI RMAN STITT: Go ahead, Cathy.

MS. HANEY: Yes. As | nentioned, in the SRM
went directly to the ACMJUl there were four questions. Ty
di scussed this nmorning. These are the last two, and they
event related. So we can maybe cone up with answers for
during tonorrow s di scussion.

The third question that was in considering
various events, msadm nistrations, equipnent failures, 3§
procedural errors, what criteria should the NRC use to
determ ne that a particular event is isolated rather than
havi ng programinplications for that |icensee or generic
i mplications for other nedical |icensees, and what is the
process for the reporting of events to ensure that the NR
aware of potentially generic issues.

And then the |last question is, in evaluating
errors, should a threshold be established beneath which

corrective action is not required? And how would such a

t hreshold be set, and how would it be inplenmented? So th
are things that are very key to this discussion of precur
events.

MEMBER FLYNN: Are we discussing this again
t onor r ow?
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MS. HANEY: I'mclosing it up. I'mclosing u
shop.

MEMBER FLYNN: Good.

(Laughter.)

MS. HANEY: Well, that's -- no, it's --

CHAI RMAN STI TT: Yes, this has all been
background for tonorrow. | think we have had quite a

di scussi on, however, on precursor events.

Don't | eave yet. You're not excused. You ha
to ask perm ssion.

Any ot her comrents before we close down for
today? Take this section honme, make sure you're confort3
with it, so we don't have to spend a |ot of time going th
definitions tonorrow again.

MEMBER FLYNN: | think | ooking at these
incidents, | nean, | think that -- | think -- is it Denni
Serig who is conpiling a lot of this database? And | thi
an incident comes up, like in radiation oncology, | think
staff could ask, you know, nenmbers of this commttee, tog
with NRC staff, who have been collecting a database, to
determ ne whether this is sonmething that they need to pur
or not.

Then you've got -- you know, if it's a nuclea

medi ci ne problem then you' ve got several nuclear nedicin
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coll ecting a database over the years with these abnor mal

occurrence events and m sadm ni strations and other thingg, to

det erm ne whether this happened before, whatever it is th
has happened, and whet her anythi ng needs to be pursued on
or not. | think it has to be a case-by-case basis.

CHAI RMAN STITT: Any ot her comments? Looks
we wore out that side of the room Okay. 8:00 tonorrow
nor ni ng t hen.

See you then.

(Wher eupon, at 4:55 p.m, the proceedings in

foregoing matter went off the record.)
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