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P-ROGEEDI-NGS
(10:26 a. m)

CHAl RVAN CERQUEI RA:  This neeting will
officially come to order

| request menbers speak into the
m crophones, and we will have all verbal votes on
t he voting actions.

The first itemof business is the
openi ng remarks from Thomas Essi g.

MR. ESSIG Thank you, M. Chairman.

As the Designated Federal O ficial for
this neeting, | am pleased to wel cone you to
Rockville for the public neeting of the Advisory
Conmittee on the Medical Uses of |sotopes.

My nane is Thomas Essig. | am Branch
Chief of the Material Safety and |Inspection Branch
and have been designated as the federal official for
this Advisory Cormittee in accordance with 10 CFR
Part 7.11.

This is an announced neeting of the
comrittee. It is being held in accordance with the
rul es and regul ati ons of the Federal Advisory
Committee Act and the Nucl ear Regul at ory Commi ssi on.
The neeting was announced in the Septenber 22nd,

2003, edition of the Federal Reqgister.
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The function of the commttee is to
advi se the staff on issues and questions that arise
on the nedical use of byproduct material. The
conm ttee provides counsel to the staff, but does
not determne or direct the actual decisions of the
staff or the Commi ssion. The NRC solicits the views
of the commttee and val ues them very nuch

| request that whenever possible, we try
to reach a consensus on the various issues that we
will discuss today, but | also value mnority or
di ssenting opinions. |f you have such opinions,
pl ease allow themto be read into the record.

As part of the preparation for this
neeting, | have reviewed the agenda for menbers and
enpl oynment interests based on the very general
nature of the discussion that we're going to have
today. | have not identified any itens that woul d
propose a conflict. Therefore, | see no need for an
i ndi vi dual menber of the committee to recuse
t hensel ves fromthe commttee's deci sion naking
activities.

However, if during the course of our
busi ness you deternine that you have sone conflict,
pl ease state it for the record and recuse yourself

fromthat particular aspect of the discussion.
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At this point I would like to introduce
the nenbers that are here today:

Dr. Manuel Cerqueira, Chairman, a
cardi ol ogi st;

Dr. Leon Malnud, who is sitting at the
right of Dr. Cerqueira, is our Vice Chair.

Ms. Nekita Hobson, patient advocate;

Ms. Ruth McBurney, our state
representative;

Dr. David D anmond, who is tenporarily
absent, but is here, a radiation oncol ogist;

Dr. Subir Nag, a radiation oncol ogi st;

Ms. Sally Schwartz, a nuclear
phar maci st ;

Dr. Richard Vetter, radiation safety
of ficer;

M. Ral ph Lieto, therapy physicist;

And Dr. Orhan --

MR LIETG |'m nucl ear nedicine.

MR ESSIG [|I'msorry. Nuclear nedicine
physicist, and | missed Dr. Jeff WIIlianmson, therapy
physicist. He's being picked on today for being
m ssed.

And Dr. Orhan Sul ei man, who is the

Seni or Science Policy Advisor for the Center for
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Drug Eval uati on Research of the U S. Food and Drug
Adm ni stration.

And we have other FDA staff who are also
with us today and are seated in the audi ence.

Conmittee nenber Dr. Douglas Eggli, a
nucl ear nedi ci ne physician, who was unable to attend
this nmeeting of the commttee due to a conflict in
hi s schedul e which could not be resol ved.

M. Chairman.

CHAI RVAN CERQUEI RA:  Thank you very
much, M. Essig.

| think we'll nove right along to the
agenda, and the first itemis an update on the
national materials program pilot project on
operating experience, and M chael Markley will be
doi ng the presentation.

MR. MARKLEY: [It's good to see you, one
and all, again. Since we've last net, we've picked
up a coach here to try to reinforce and strengthen
the state participation in this. So Marcia Howard
and the other nmenmbers of the pilot were expected to
be participating today, but it |ooks |Iike they've
abandoned me with the timng of the neeting and so
forth. So it's just one of the unfortunate things;

| have to make ny way through it as we go.
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One of the things that becane pretty
clear and was noted to us early on in the pilot is
that there's not a real good understandi ng between
us and the states as far as what do we nean by
operati ng experience, and then at the OAS neeting
just kind of casually threw out a question. How
many of you if | said "operating experience
i nformati on" knew what we're tal king about? Maybe a
hal f a dozen people in the entire roomraise their
hands, and | think a | ot of those were NRC staff.

(Laughter.)

MR MARKLEY: So we shouldn't be
surprised. | think if we talk about any of the
i ndi vidual itenms that we have here, donestic or
foreign event data, special studies, risk analysis,
performance indicators, we had common terns, but to
talk about it as an integrated program | think we
have a long way to go to establishing the kind of
conmuni cation and rel ationship with the states that
we would Iike to have.

W net in May last tine, and one of the
suggestions that the comrttee made was that we tal k
to the University of Texas about the work they had
done, and we have done so. W had a tel econference

a couple of weeks ago as well, and learning nore
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about what they had been doing for Texas as well as
the State of Mine.

And it's interesting to |l ook at the
evol ution of the work that they were doing and how
t hose insights were adopted for the state prograns
and where he's currently working on products that
really drove not necessarily serving the state
regul ati ng bodi es, but now the |icensees. That has
transitioned to beconme their |arger custoner base.

And what they're providing in many
respects are checklists of how to beconme conpli ant
or how not to get in trouble with the regul ator,
which this is a pretty good service in and of
itself. You know, the studies thenselves were in
many ways driven out of enforcenent. That was the
data that was readily available. So there's good
i nformation there.

And the pilot activities, we've revised
our charter, issued the work product plan. W' ve
been havi ng bi-weekly tel econferences.

It's worthy to note that one of the
problens we run into with these working groups with
the states is the resource issue, and this pilot so
far has been conducted entirely through

t el econferences. W have given presentations at
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CRCPD and OES, but for the nost part we've done
everyt hing renotely.

The deliberations, we had the neeting
with the University of Texas. W announced that as
an open public neeting, as well, so that if people,
menbers of the public or licensees, wanted to
attend, we did not have them but nevertheless, it
was that way and done with a bridge |ine.

The kind of things we're | ooking at, you
know, are what generic comuni cati ons don't work,
refining data, devel oping insights and trends. You
know, we spend an awful |ot of effort trying to get
the data right to close the | oop on particul ar
events and information that go into the database,
but one of the questions we raise is that how nuch
time spent on that versus using those insights that
you can derive or analyzing information that's
wi thin the databases.

And then how do you use those? From our
view, sone of the best inpact areas are to apply
themto the inspection and oversight processes and
i censing, and then | ooking at risk studies and the
prioritization of work and resource allocation, and
how do you address hunan error?

| f you | ook at these events, invariably
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a mpjority of themhave a ot of human error
i nvol ved, and how do we treat that in a consistent
manner .

The incident and working group reports,
we're | ooking at a nunber of those, approxinmately
ten, and | ooking at what the root causes of the
events were, generic issues and how the information
may have been conmuni cated between states, between
the NRC and states and so forth, |ooking at the
trends and common thenes, and the effectiveness of
the initial regulatory actions and whatever foll ow
up may have been done.

And, again, |ooking for opportunities to
expand the use of risk insights.

The pilot itself, we've been -- the
wor ki ng group, rather -- we've been conducting
interviews. W' ve sent our surveys to managers,

i nspectors, reviewers. W've also done so with the
states at the OAS neeting. W handed out a survey
there, trying to gain information as far as their
needs, the regulatory decisions that they're trying
to make, and the conmunication practices, tools, and
nmet hods that we can use to enhance the process for
both the NRC and the states, and using a couple of

test cases.
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The test cases that we've sel ected, one
that's near and dear to the committee is
i ntravascul ar brachyt herapy. W selected this one
because there is a need to gain sone nore
information on training, the devices, and the data
on the mal functi ons.

The other one that we're using is
portabl e gauges because there's information readily
avai l abl e, both in generic comunications as well as
data. There are a fair nunber of events, and this
is one where we think we can gain a |ot of insights
fromthe states in terns of what are they doi ng and
what are the inpacts and benefits that regul atory
actions have had.

And the endpoint that we're driving
toward is to put together a set of recommendations
for use by the NRC in agreenent states on procedures
and sources of information, criteria such that if
the estates or the NRC were | ooking at a particul ar
event or set of data that you would conme up with
simlar regulatory response and deci si on nmaki ng, and
that the integrated decision-nmaki ng process where
you're using event data, inspection, and the other
ot herwi se net hods.

How can we better conmmunicate it?
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Real |y the communi cation part of it is extrenely
inmportant. It seens that that's one of the real
difficult areas that we have. Both the states and
the NRC do a |l ot of things, but we don't necessarily
conmuni cate themvery well wth each other

You know, the near payback | see com ng
out of the pilot is nost likely to be sone
recommendati ons along the |ines of the
conmuni cations of these things. [It's not just
conmuni cation. It's really the relationship.

How do we invite the states to the table
to participate in the decision-mking process for
things that affect us? And how do we beconme nore
involved in their decision nmaking and sharing of
t hi ngs between the states?

So it really is a relationship as nuch
as it is a comrunication process. There are
opportunities we're not taking advantage of in many
ways, | think, and those are sone of the feedback
we're getting.

We're doing interviews, you know, as
say, within the groups, and whether it's managers,

i nspectors or reviewers, and we haven't achi eved
that relationship that each one desires. That's the

ki nd of feedback we're getting, | think, fromboth
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sides of the fence.

Questions?

The nenbers of the team by the way, are
Duncan Wiite, who is a Region | person, who is also
now Region Il as well since they have both, and
Debbie Glley fromFlorida, and Marcia Howard from
Ohio, who is a coach here.

CHAI RVAN CERQUEI RA: | guess | just have
one question in ternms of, you k now, the agreenent
states, you've delegated themthe authority to
regul ate, but what sort of enforcenent can the NRC
i mpose if states are not conmpliant? | nean, once
t hat authority has been del egated, what enforcenent
is available to the NRC for renegade states, as it
wer e?

MR ESSIG I'lIl try to answer your
guesti on.

M5. McBURNEY: | can answer. Texas is
not a renegade.

MR. ESSIG The NRC has a process called
the integrated materials perfornmance eval uation
program or | MPEP, and we basically review a state's
program on a nom nal frequency of every four years
or nore often for cause, and the revi ew consists of

a team conposed of NRC people and agreenent state
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peopl e.

And ordinarily once the programis
establ i shed and the agreenent is set up with the
state, it is pretty much NRC mai ntains oversight,
but it's pretty nuch hands off. So the inspection,
the licensing, the enforcement actions are all taken
by the agreenent state, and then we review that
process every four years or nore often for cause,
but in order for us to find a particular -- if we
find a particular el ement problematic, of course,
we' |l discuss that with the state during the | MPEP
or at some other point in tine, but typically we
|l eave it up to the agreenent state to regulate in
accordance with the agreenent the we have with it.

CHAI RVAN CERQUEI RA:  So, in essence, you
have no enforcenent nechanism and | think the d enn
Commi ssi on, you know, way back after the Plain
Deal er incident, that was their conclusion as well,
that the NRC does not have the ability to inpose or
enforce, you know, changes in rulemaking within the
states that are self-regul at ed.

M5. McBURNEY: They do have the ability
to take back the agreenent.

MR ESSIG Do they?

M5. McBURNEY: Yeah, and just to
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clarify, it's not a delegated program It is they
relinquish the authority to the state. There's a
slight difference in how EPA does their del egated
program versus NRC, which is actual relinquishnment
of authority over that, as long as they keep the
program consi stent and --

CHAI RVAN CERQUEI RA:  As rigorous as the
federal policy, but they can inpose stricter
regulation if they feel it's appropriate.

M5. McBURNEY: |In certain cases. It
depends on the conpatibility |level of the
regul ati ons and then the adequacy of their --
they're reviewed on the adequacy of the program and
the conpatibility of the regul ations

DR. WLLIAVMSON: | guess | probably
asked the sane thing previously. | guess |I'm not
conpletely clear what the problemis. You have the
nucl ear materials event database. |Is it that all of
this data is being collected and no one at NRC | ooks
at it, or is the problem that the class of events
that you fornmally analyze is too small or is the
probl emthat you don't have access to the agreenent
state counterpart of NVED?

It's three questions really, but what is

t he probl enf?
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MR, MARKLEY: Well, it's really nore of

t he working group pilots thenselves are really
driven by the desire to have nore of a partnering
process with the states that we both function and
operate better together and we derive nore benefit
fromthe state's experience, particularly
considering there are as many agreenent states as
there are.

The pilot originally started as an event
eval uation pilot to | ook at how we eval uate event
states, NRC, and how we can nake that process
better, nore consistent, nore predictable, use nore
trending of information. W' ve had a few things
t hat have happened since that time. So it was
somewhat overtaken by events. Davis-Besse, for
exanpl e, some of the cross-cutting threads of
program features of operating experience and val ues,
and that really took a lot of -- we derived a | ot of
i nfluence and bearing as to where we are today and
| ooki ng nore broadly fromthat.

Let me back up and see if | have the
third question.

DR. WLLIAVSON: Well, let me go back to
my first one. | guess I'll ask nore specifically.

What is the level of conpatibility assigned to the
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nmedi cal event definition? Is it a Bor a C?

MR MARKLEY: |'mnot sure | understand
t he questi on.

M5. McBURNEY: | think it's a B.

DR, WLLIAMSON: It's a B. So you know,
at | east that problem would be solved, is that there
will be a uniformevent definition around the
nation. 1Is the --

DR HOLAHAN: And the agreenent states
put the data into NMED. So we have access to all of
t he agreenent states.

DR WLLIAMSON: kay, and that is
wor ki ng, and it's not broken.

DR HOLAHAN:  No.

MR MARKLEY: No. If anything, we would
|l ook to find ways to enhance the use of NMED.

That's the target. The working group and the pilot
is driven by seeking opportunities to make things
better. It's not to fix something that's broken .

CHAI RVAN CERQUEI RA: O her questions for
M. Markl ey?

(No response.)

CHAI RVAN CERQUEI RA: I f not, thank you
very nmuch for the presentation.

MR. MARKLEY: Thank you.
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CHAI RVAN CERQUEI RA:  Excellent. The

next presentation which will take us up until the
noon lunch break is the rul emaki ng process, and it's
quite an extensive body of material in the book wth
both slides and other materials as well. And Keith
McDaniel will be presenting the nmateri al

Wl conme, Keith.

MR ESSIG Let ne just nention while
Keith is getting set up this was totally our idea to
present this to the committee, and it was really
driven by the fact that we ask the conmittee from
time to tinme and will continue in the future for you
to conment on proposed rules in the early stages,
and we felt to give you the benefit of a context
here, we wanted to give you a good overvi ew of what
t he rul emaki ng process is all about.

It's a very public process, and so you
can feel or see where your activities fit into when
we engage with you before it goes up to the
Conmi ssion where that all fits together

And we just felt based on sone isolated
comments that we're getting back fromindividua
comm ttee menbers that maybe there wasn't a good
appreci ation of how the rul emaki ng process works.

So that's kind of what drove this to be placed on
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t he agenda today, and hopefully you'll find it
i nstructional and useful.

MR McDANIEL: H . Good norning. |'m
Keith McDaniel. I'mwth the Ofice of Nuclear
Materi al Safety and Saf eguards, NWVSS, the Division
of Industrial and Medical Nuclear Safety, |IMS, and
in the Rul emaki ng and Guidance Branch, RGB.

The timng for this is really pretty
good because | had devel oped this programfor a
pilot training class that we're giving to NRC staff
actually tonmorrow. So that's essentially what 1]
be giving you this norning.

|'m here to give you an overview of the
rul emaki ng process in NVMBS. The O fice of Nuclear
React or Regul ations has their own process, although
there's a lot of simlarities between the two.

Again, this is a presentation on the

process. It really wasn't set up to discuss
speci fic rul emaki ng i ssues, but of course, we'll try
to answer whatever questions you m ght have. If |

can't answer them there's others in the roomthat
m ght be able to.

Okay. The first two slides that | put
in are just a list of acronyns, and | |ist these up

front because even though | do try to limt ny use
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of acronynms, | do have sone in here, and | thought
if I put themup front you would have themto refer
to.

|"ve got a feeling you know what nobst or
all of them are anyway.

CHAI RVAN CERQUEI RA:  Keith, can | just -
- so this material is not in the handout that we
have; is that correct?

DR. NAG At the end.

CHAI RVAN CERQUEI RA: At the very end.

kay

DR. NAG Slide No. 27, 28.

MR. McDANIEL: Okay. Now, this is a
revised -- | had given you guys a set of slides

several weeks ago.

CHAI RVAN CERQUEI RA: Ri ght.

MR. McDANIEL: And then several days ago
| had provided a revised set of slides, and that's
what |'m working off of, and did they get the
revi sed set of slides?

M5. WLLIAMSON: | did not E-mail them
any revised slides. Do you have a revised set we
can gi ve everybody.

PARTI Cl PANT: Keith, this is

substantively different than what we have?
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MR. McDANI EL: There's nore in it, but

essentially it's the sane. |'ve just added sone
things to it.

CHAl RVAN CERQUEI RA:  Yeah, | think for
the sake of tinme it's probably better to just go
f orward

MR. McDANIEL: Okay. [|'Il go through
this, and I think we can nake up sone tinme in the
schedule. It wasn't really set up for an hour and
40 mnutes. So | apol ogi ze for what you have is
different.

kay. The next slide lists the
di scussion topics that I'd like to tal k about, key
docunents. What is rulemaking? NRC s place in the
government, types of rul emaki ng processes,
organi zations' responsibilities, working group
responsibilities, and sone Wb sites.

kay. First is the key docunents, and
|"mgoing to list four of themhere. The Code of
Federal Regul ations, Title 10, Energy, this is where
you'll find NRC s requirenents. This is, of course,
publicly avail abl e.

NRC s managenent directive 6.3, which is
call ed the rul enaking process, this contains NRC s

policies and objectives for rul enaking. It
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descri bes organi zational responsibilities. This is
publicly available in NRC s public document room

The third one is the regul ations
handbook. 1It's a NUREG NUREG BR-0053, Rev. 5.

This assists the staff in drafting rul emaking
docunments. It's a procedure for all of NMVSS or al
of NRC rul emaki ng, both NMSS and NRR. It is
publicly available in Adans, and | |ist the Adans
accessi on nunber.

The | ast document is nore specific to
NMSS. It contains detail ed NVMSS procedures. This
is an internal document. However, | believe the
ACMUI nenbers have all been provided copies in their
package of this docunent.

Those are the key docunments. So what is
rul emaki ng? Rul emaking is the process of devel opi ng
regul ations. So what are regulations? Regul ations
are like law. They're like adm nistrative |aw.
Regul ati ons i nmpose requirenents that applicants and
i censees nust neet to obtain or retain a |license or
certificate to use nuclear material or operate a
nuclear facility.

Al so gui dance is developed to aid
licensees to neet the regulation. So the

devel opnent of regul ations is rul emaking.
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Al'l right. So one m ght ask where does
NRC get the authority to devel op regul ations. Well
| have a flow diagram here, a tree diagramthat
shows the three branches of government, the
| egi sl ative branch, which enacts |aws, the executive
branch which i nplenents | aws, and the judici al
branch which interprets | aws.

So you probably already can guess the
NRC falls under the Executive Branch. The NRCis a
federal agency that falls under the Executive
Branch. Agencies either are independent agencies or
dependent agencies. NRC is an independent agency.
Dependent agenci es are cabinet |evel agencies like
t he Environnental Protection Agency or Departnent of
Ener gy.

| ndependent agencies are | ess affected
by political influences, and they are the NRC, the
Federal Communi cations Conm ssion, the Federal Trade
Conmi ssion, and the Securities and Exchange
Conmi ssion, just as sone exanpl es.

The di agram here al so shows the three
mai n functions for NRC, rul emaking, |icensing, and
i nspection and enforcenment, and you can see
rul emaki ng. Under there is where we do our

regul ati ons, nake our regul ations, and put themin
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t he Code of Federal Regul ations.

So howis it when you |look at this, how
is it that NRC under the Executive Branch -- that it
i mpl enents | aws; what are we doi ng creating
regul ati ons?

Well, we're doing that because Congress
had | earned | ong ago that they weren't smart enough
to nmake enough regul ati ons for everybody. So they
del egated the legislative authority to the NRC

Al right. So how did Congress del egate
this authority, and what rules did they put in, what
procedural rules did they put in to guide us?

Wll, I"'mgoing to nention sone acts
here. Congress passed these followi ng acts to
del egate the regulatory authority to us, and the
del egated authority is under the Atom c Energy Act,
AEA, as anended by the Energy Reorgani zation Act.
That' s what del egates the rul emaking authority to
t he Conm ssi on.

Let ne speak to this for a mnute. In
1954, the AEA established the Atonm c Energy
Conmi ssion. Section 161 provided the Conm ssion the
rul emaki ng authority.

Later in 1974, it's the Reorgani zation

Act that split the functions of the AEC into
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commercial licensing and into research and

devel opnent and mlitary functions, and it also
created the NRC at that tinme to take care of the
conmerci al |icensing aspect of it.

Al'l right. Congress also enacted the
Adm ni strative Procedures Act, and this was what
gi ves us the procedural requirenents to do
rul emaking. This is Adm nistrative Procedures Acts,
APA, of 1946.

More specifically, APA-553 provides the
basic requirenents for what's called the notice and
comment rul emaking. The primary goal was to insure
t hat agenci es observe the procedural due process
for, in other words, fairness in conducting the
rul emaki ng.

That essentially did two things. One,
it required that the public is allowed to
participate. The other thing that this Act requires
is that the effective date of the regulation is not
| ess than 30 days fromthe date of publication.

It's inportant to nention that if we
don't follow the procedures of this act, we could be
in trouble. The rule could be turned over in court
| ater on.

Al right. Before |l get into the
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rul emaki ng processes | want to nmention how staff
interacts with the Conm ssion during the rul emaki ng
pr ocess.

First, staff prepares a rul enmaking
package for the Conm ssion. The rul enaki ng package
woul d i nclude a comm ssion paper and is an
attachnment, could have the rul emaki ng plan or the
proposed rule or the final rule.

Then the Conmm ssion votes on the
rul emaki ng package. Then the Comm ssion provides
the staff with direction by issuing a staff
requi renents nmenorandum They' || either approve or
di sapprove the rule and then give us further
di recti on.

Sonetimes the rul enaking authority is
del egated by the Conm ssion to the Executive
Director of Operations, the EDO  The Conm ssion
mai nl y approves rul enaki ngs that involve policy
issues. So this is how we interact with the
Conmi ssi on.

Now, to nention several of the
rul emaki ng types. The first one is the notice and
conment rul emaking. |It's our standard process.
It's the one I'll spend the nost tine tal king about.

The second one i s enhanced public
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The third one is direct final

rul emaki ng.

The fourth one is certificate of

conpl i ance rul enmaki ng.

So let's discuss some of these. Yes,

sir.

DR W LLI AMSON:

Just for maybe making

this nore real to us, which pathway did the Part 35

revi sion foll ow?

PARTI Cl PANT:

MR, McDANI EL:
t hat .

PARTI Cl PANT:

MR McDANI EL:

DR DI AMOND:
the direct final rule?

PARTI Cl PANT:

revision of Part 35.
DR DI AMOND:
wasn't that direct?
PARTI Cl PANT:
DR HOLAHAN:
corrections were nade.

PARTI Cl PANT:

Enhanced.

["msorry. | didn't hear

The enhanced.

Okay. The enhanced.

Isn't there a conponent of

Tal ki ng about a mgj or

The nost recent change,

Yes.

And adm nistrative

There were two actually.
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DR. HOLAHAN: There was an

adm nistrative rule and a direct final rule.

MR McDANIEL: Okay. The notice and
comment rul emaki ng, which is our standard process,
essentially there are only four steps to this. The
first is that there has to be a need for rul emaking.

The second is once there's a need, we
have to prepare a rul emaking plan. Once the planis
approved, we prepare a proposed rule, and it goes

out for comment in the Federal Reqister.

And then we collect the public conments,
and then the fourth and final stage is to prepare
the final rule.

So let's talk about each one of these

st eps.

The need for rul emaking. Well, the need
for rulemaking cones to us -- I'min the Rul emaking
and @uidance Branch -- in different ways. Qite

often we get a user need neno fromthe other
di visions in NMSS or the Conmm ssion or the EDO can
direct us to do rul emaking.

Now, from outside the agency we can get
a petition for rul emaki ng under 10 CFR 2. 802 or we
can get a congressional mandate or an Executive

Branch order that tells us to do rul emaking.
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Those are the four ways that we get a
need for rul emaking.

One thing to consider when devel opi ng
the need is that a rul emaki ng should resolve its
safety issue, a safeguards issue, or an
envi ronnent al problem although you can have
rul emaki ng for admnistrative issues as well.

Al'so, one thing I'd Iike to point out
regarding the need is that a technical basis should
be devel oped early on in the process. W like to
see the technical basis cone with the user need nmeno
if it can or, at the latest, nmaybe in the rul emaki ng
plan. The earlier the better is the point |I'm
trying to make.

However, sonetinmes schedul e doesn't
allow for an early user need or an early technica
basi s.

DR. WLLI AMSON: Could you define
techni cal basis, what you nmean?

MR. McDANIEL: Technical basis is the
reason why you're doing the rulemaking, and it's a
reason that's based on sone technical facts.

The step two is once the need is
establ i shed, then a plan has to be devel oped. W

call this the rul emaki ng pl an.
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The rul emaki ng pl an shoul d answer the

foll ow ng questi ons:

t he Smal |

Act ?

be hal f way

rul emaki ng
not on the
Pr ocedur es

to devel op

t hat agency does because they feel

(202) 234-4433

One, what is the regul atory probl en?
Two, do any | egal objections exits?
W1l the rul emaki ng be cost effective?
WIIl it be a mgjor rule, as defined by

Busi ness Regul atory Enforcenent Fairness

Are there any agreenment state issues?
WIIl we need supporting docunents?
What resources are needed?

Who makes up the working group?
Angel a, are those the --

MS. W LLI AMSON:  Yes.

MR. McDANI EL: Thank you.

|"'mon Slide 15, | believe. It should
t hr ough.

PARTICI PANT: It's the fifth page.

MR. McDANI EL: Thank you.

Vel |, what el se can be said about the
plan? One thing | should nmention that

slide is that the Adm nistrative

i's

Act doesn't specifically nention the need

a rulemaking plan. This is sonething
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get that information up to the Conm ssion and upper
| evel managenent early and get their buy-in on the
process before we nove further down the |ine.

Ckay. The rul emaki ng plan al so provi des
a prelimnary outline of scope and inpact. RGB,
which is the Regul atory CGuidance Branch I'min, has
the | ead and assigns a task | eader.

The task | eader fornms a working group.
The task | eader and worki ng group together prepare
t he rul emaki ng plan. There can be agreenent state
partici pation.

The plan is provided to the appropriate
advi sory commttees, and I'Il talk nore about that
| ater.

The plan is approved by the EDO or the
Conmi ssi on, and devel oping the plan can take several
nont hs.

So we have a need. W' ve devel oped a
plan. Up one nore slide on the plan. | just sinply
list the references that have information on
rul emaki ng plan, and | state in here where it can be
found in these docunents.

Then that takes us to the third step,
which is the proposed rule. Again, RGB has overal

responsi bility. The proposed rul e package incl udes
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t he Federal Reqgister notice and other supporting

docunents. The Federal Reqgister notice contains the

proposed rul e | anguage and al so has the statenents
of consi derati on.

Supporting docunents that are included
in the package include things |ike the environnental
assessnment or the environnmental inpact statenent.

O course, NEPA, the National Environnmental Policy
Act, required NRC to review actions that had
envi ronnent al i npacts.

It also includes regul atory anal ysis,
backfit analysis, OVB cl earance package. OMB is the
O fice of Managenent and Budget. Congressi onal
letters, press releases, and regul atory gui dance.

In other words, there's a lot that goes into the
proposed rul e package.

The package is provided to the
appropriate advisory comrittees. This is before it
goes to the Comm ssion so that we can give them an
opportunity to comrent, and there can be agreenent
state participation.

The proposed rule is approved by the EDO
or the Commi ssion. As | had nentioned earlier, a
Conmi ssion review would result in a staff

requi rements nmenorandum approvi ng or di sapproving
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the rule and giving us direction.

A key el enment of the proposed rule is
that it goes out for public comment. The public
comment period is usually 75 days. The public can
send in comments, either witten or they can upl oad
them onto our NRC Wb site. ['mgoing to nention
the Web sites on ny |ast slide.

The advisory conmittees can al so provide
public comrents.

A regulatory history is prepared. A
regulatory history is necessary to insure that al
docunents of central relevance to the rul emaking are
capt ur ed.

The proposed rul e process takes about a
year. This tine varies greatly. It can be mnuch
shorter if the rule is sinple. And as you know, it
can be nuch | onger for conplex rules.

Question?

DR VETTER Relative to public coment,
is there a threshold above which -- suppose you had
some ki nd of overwhel mi ng response, negative
response towards a regul ation or suggestion for a
change in the regulation. |Is there a threshold at
which this has to go back to the Conm ssion then

before it continues in the process?
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MR MDAN EL: | think there have been

times where if we've gotten enough comments that --
Trish can correct me if I'"'mwong -- that we've
actually maybe wi thdrawn the proposed rule and then
rethought it and then resubmtted it. That doesn't
happen very open, but it can certainly. It's at the
di scretion of managenent to do that.

DR VETTER Ckay. So it's somewhat
subj ective, but you do look at themand if there's
an overwhel m ng response, you do actually rethink
t he whol e thing?

MR. McDANIEL: Right. Now, we do try to
address those, as many as there are. W try to
address themin the final rule. |If the result of
our review of the public coment is that we're not
going to change a whole lot, then we can nove
f orward

However, if the result is that it really
makes us rethink what we did, well, then we could
take a step back.

DR. VETTER: | guess what |'m struggling
wWith innm mndis that if this is the Conm ssion's
i dea, you know, the staff are pretty much directed
to carry this forward, make a rule, and our public

conment is severely negative. Wat happens if --

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
DR. HOLAHAN. Well, in that case we'd go

back to the Conmi ssion with either a paper or a
briefing and say we've got negative comments. Do
they still wish us to go forward?

MR. McDANI EL: And the whol e purpose of
putting it out for public cormment is to get that
f eedback fromthe public. When we go through with
this process at the beginning, it's not set in stone
that we're going to end up with the final rule the
way that it was in the proposed rule. W do take
into consideration public coimments, and it can
change the way we initially plan to do things.

You know, | list here the references
t hat have information on the proposed rule and
i ndi cate where in those docunents that that
i nformati on can be found.

That takes us to the final step. Step
four is to prepare the final rule. Again, RGB has
overall responsibility. This includes the FRN
preparing the FRN and supporting docunents, very
simlarly to what we did for the proposed rule.
This tine the FRN contains responses to the public
comrent s.

There may be agreenent state

participation. The final rule is provided to the
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appropriate advisory comrttees before it goes to
t he Comm ssi on.
The final rule is approved by the
Conmi ssion or EDO, and again, if it's a Comm ssion
review, that results in a staff requirenents
menor andum gi ven to staff, providing themdirection.
And this process can al so take about one
year. It's a lengthy process, a very deliberate
process.

DR. HOLAHAN: But that, too, is

vari abl e.

MR. McDANIEL: Yes, it is.

This slide lists the references that
have information on the final rule. | had nmentioned

earlier there were several rul emaking processes.

One of themis the enhanced public participation

rul emaki ng. NRC rmay desi gnate certain rul emaki ngs
for the enhanced public participation. The advanced
noti ce of proposed rul emaking, the ANPR is the nost
formal nethod.

There are other nmethods though that are
avail abl e, nost of which are less formal than the
ANPR. For instance, there's a negoti ated
rul emaki ng, interactive rul emaking. There's a |ess

formal request for comment, and there's neetings and
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wor kshops.

| should note that the ANPR does not
commt the NRC to issue a proposed or final rule.
That remains a matter of agency discretion unless
Congress mandates us to do it.

The public response in the enhanced
participatory participation initiative is a factor
in determ ning whether we will continue with the
rul emaki ng or not.

Ch, and information on the enhanced
public participation can be found in the regul ation
handbook, Section 3.7, Part 11.

DR. WLLIAMSON: I'msorry to interrupt,
but which flavor of enhanced participation
rul emaki ng was used for Part 35?

MR. McDANIEL: kay. | was not invol ved
in Part 35, but there are people here that are that
coul d answer that.

DR HOLAHAN: Well, we had extensive
public neetings, and we didn't issue an ANPR, but we
built it on the NAS report and other things that had
been done. So we hel d extensive public neetings,
and we had -- we didn't have an issues paper.

That's the other neans we go through, but basically

we di d enhanced public neetings by having increased
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st akehol der i nput.

MR. McDANI EL:  Anot her rul enmaki ng
process is a direct final rule. 1It's a technique
for expediting noncontroversial rules. This
rul emaking is not explicitly nentioned in the APA
It is arelatively new method. | have heard that
t he EPA, the Environnmental Protection Agency,
invented this process. It is also used by other
agenci es.

Ckay. For this process, the direct,
final, and proposed rules are issued together. |If
adverse conments are received, NRC withdraws the
final rule. |If no adverse comments are received,

t hen the NRC publishes a confirmation of the
effective date.

Usual ly the direct final rule is
effective 75 days after it is published.
Information on the direct final rule can be found in
t he regul ati on handbook, Part 9.

That's all | was going to say about the
rul emaki ng processes.

Next 1'd like to tal k about the
i nvol venrent of the advisory conmttees. Rul emaking
docunents are forwarded to the appropriate advisory

comm ttees before going to the Comm ssion. Usually

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

41

they're provided to the advisory conmttees when
t hese packages go out for our office concurrence.

The packages that we provide the
advi sory comm ttees can be the rul emaki ng plan or
the proposed rule or the final rule, all three
st ages.

The comm ttees review the rul enmaki ng
docunments per their own procedures. The committee
may request a neeting on a specific rul emaking or
staff may recommend review by conmittee. |If the
comm ttee provides the staff with comments, the
staff should respond to those conments.

There's varying |levels of participation
with the advisory committees. | understand for the
Part 35 rule, there was a lot of interaction between
the staff and the ACMJ .

Next I'd like to tal k about
organi zati onal responsibility. As | had nentioned
before, RGB, which is in the Division of the
| ndustrial Medical Nuclear Safety, has overal
responsi bility for rul emaking for NVSS. However,
ot her divisions in NMSS have responsibilities for
their programmatic and technical areas of experti se.
They may be asked to provide a working group nenber

for the working group.
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O her offices outside of NVMSS are al so
allowed to participate, and they may al so provide
wor ki ng group nenbers.

As | nentioned earlier, Managenent
Directive 6.3 lays out the organizational
responsibilities.

The next slide deals with the working
group. An effective working group is essential for
t he rul emaki ng process to nove forward. Let's talk
about the nenbership of the working group. [|'IlI
mention these quickly.

Since RGB has the overal
responsibility, RGB provides the task | eader. There
are nenbers fromother divisions in NVSS with
progranmatic responsibilities related to rul emaking.

There's a menber from our |egal group,
which is the Ofice of General Counsel, OGC. They
keep us out of trouble, try to; nenbers from ot her
di visions and offices as appropriate, and there can
be a nmenber representing the agreenent states.
That's typically the nmake-up of our working group

Now, the task |eader's responsibilities
i ncl ude devel opi ng schedul es and resource estimates.
The task | eader forns the working group. They

identify the need for contractor support. They
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prepare the rul emaki ng docunents and address
comments. They prepare schedul es, and they brief
managenent .

The task | eaders responsible for
preparing the OVB cl earance package, that's the
package submitted to the Ofice of Managenment and
Budget for their approval, and it contains changes
in information collection requirements. And they
also insure that the task is on schedule. Those are
sonme of the things that the task | eader does.

Let's quickly look at what the working
group nmenbers do. Working group nenbers work with
the task | eader to help prepare the rul e package; to
address conments, both managenent's and public's.
They help estimate the public information burden,
and they support briefings and public neetings.

They revi ew contractor reports.

The wor ki ng group nenbers, they keep
t hei r managenent apprised of the status and obtain
t heir managenent's positions on the issues. \Wen
t he working group gets together, they bring their
managenent's views to the table, not necessarily
their own. They do this to help grease the skid so
t hat when the package goes out for concurrence, they

al ready have managenent on board.
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The wor ki ng group menbers al so hel p
prepare associ ated gui dance and devel op mi | est ones
t hat conpl ement the rul emaki ng schedul e.

That's all | wanted to nention about the
wor ki ng group

And last of all, 1'd like to nmention the
Wb sites that are avail able that contain rul emaki ng
information. The first one is an external site. W
call it the rulemaking forum |It's NRC s rul emaki ng
Wb site for the public. It contains proposed rules
and petitions. The public coments can be upl oaded
to this site. Final rules are also avail able, but
there are links to rul emaki ng docunents on the site,
and they are in what | call PDF format. | think
it's portable docunent format, and | list the Wb
site link here.

Also, I'lIl nmention that there is an
internal Web site. [It's called the NRC Rul enaker
It hel ps assist the NRC staff in devel oping
rul emaking, and it is not available to the public.
|"ve got a site listed there.

kay. | hope that hel ps sone. That's
all that | had.

CHAI RVAN CERQUEI RA:  Thank you very

much, Keith.
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Any questions? Jeff.

DR WLLI AMSON: What does office
concurrence involve? | mean, exactly what office is
it?

MR. McDANIEL: O fice concurrence
i nvol ves offices like the Ofice of Research, NRR
OCC. It's alot nore offices than 1'd Iike to have,
but there's quite a nunber.

(Laughter.)

DR. HOLAHAN: And research is only
i nvol ved when they do the technical basis for us,
and NRR is only on concurrence when it applies to
NRR.  So we wouldn't send rules, nmedical rules over
to NRR

DR WLLIAMSON: Yes, that's what |
nmeant .

DR HOLAHAN:  Yes.

DR. WLLIAMSON: My context is related
to the rules that are likely to involve science,

i ke in nmedical |icensees.

DR HOLAHAN: And if I can take a
nmonent, 1'd like to introduce Scott Mdore. He's the
Chi ef of Rul enaki ng and Gui dance Branch, and he can
suppl emrent what is being said here.

MR. MOORE: Thanks, Tri sh.
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| guess I'd like to make two fi nal
points. One is to enphasize a point that Keith nade
on the role of agreenent states in the rul emaking
process. At each stage of the process the
rul emaki ng plan, the proposed rule, and the fina
rule, we provide themto all of the agreenent states
for their review and comment in addition to having
agreenent states serve on the working groups
t hensel ves.

| guess the second point I'd like to
make to the ACMJl is to enphasize the role of the
staff requirenments menorandum the SRMto us. Wen
t he Commi ssion gives us a staff requirements
menorandumin final form that's direction to us,
and we don't go back and negotiate that direction
with the Conm ssion. It's direction for us to
nove forward and inplenent what the Conmi ssion tells
us to do.

We get copies of the draft SRMfor a
very quick turnaround at the sane tinme that all of
t he Commi ssion offices are | ooking at them and
finalizing them but once the SRMis final for us,
t he Commi ssion has voted, they nade a decision, and
we nmove forward on that.

That's it for ne.
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DR. HOLAHAN: And I'd like to add to

that that sonmetinmes we see nultiple versions of a
draft SRM but you know, Scott is right. W have a
very short turnaround tinme. W have to get coments
back up in virtually two days.

DR WLLIAMSON: Well, we have had sone
interesting situations arise over the years, you
know, because of this, again, in connection with the
Part 35 and particular training and experience. So
when the staff gets an SRMto direct themto do
somet hi ng that the ACMJ and/or, you know, major
segnents of the community are in disagreenment with
or think is in error, what are the options at that
point for effectively dealing with it within the
conmittee?

Are we, you know, as special governnent
enpl oyees, expected to just toe the |ine at that
time?

CHAI RVAN CERQUEI RA:  We are an Advi sory
Commi ttee, which nmeans we provide advice. Wether
that advice is followed or not is really up to the
Conmi ssi on.

DR, HOLAHAN:  Yes.

DR WLLIAMSON: O course. |

under st and t hat .
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DR. HOLAHAN. And we get your views up

to the Conm ssion beforehand and try and solicit
your views when we get the draft SRM but as | said,
we have to do it in a very short order.

And Charlie MIller was trying to | ook
into getting the draft SRVMs provided directly to the
ACMJ, but he didn't have -- he has had m ni nal
| uck.

DR WLLIAMSON: The reason | bring it
up, you know, | think it's related to our
di scussions that we've had over the precedi ng nonths
about whet her we shoul d, you know, -- whether there
be value in the ACMJ being a Conm ssion-|evel
Advi sory Conmttee. | think we have actually used
t he annual briefing of the Commi ssion at |least in
one tine as sort of an additional unofficial route
of appeal to an unfavorable SRM

And | am wondering if we were
structurally a Comm ssion-|level Advisory Committee
if we would have an additional -- whether there
woul d be any, you know, advantage in that regard.

DR. HOLAHAN. Well, | can give you ny
personal opinion, but really |I don't think it would
i nfluence the SRM directly because once the

Conmi ssi on has made up their mnd, we have to -- and
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t he advisory commttees, as Dr. Cerqueira nentioned,

we're just considered as an advisory commttee.

DR WLLIAMSON: | understand that.
MR MOORE: | agree with Trish's
position. | think if you |look at the role of the

ACNW and ACRS, | don't think they have an additi onal
step to intervene.

DR, HOLAHAN:  Yes.

MR MOORE: And so it's incunmbent on us,
t he Rul emaki ng and Gui dance Branch, in our packages
that we provide to the Conmission to correctly
characterize and address the ACNS position on
issues, and if the position is adverse to where the
Commi ssi on has already directed us, we need to | et
t he Commi ssion know t hat.

But beyond that, once the Conm ssion
gives us direction, we go inplenent it.

Yes, sir.

DR NAG In that case, it's even nore
i mportant that when the staff is nmaking up the rules
you have feedback fromthe ACMJ before the SRMis
i ssued.

DR. HOLAHAN: Yes, and that's why --

DR NAG Once the SRMis issued, then

there's not much we can do about it.
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DR HOLAHAN: That's why we send the

rule out in various stages to the ACMJ before it
goes up to the Comm ssion, because we want your

i nput before it goes up to the Conmm ssion, the
rul emaki ng plan, the proposed rule, and the fina
rul e.

MR. McDANIEL: Well, | thank you.

MR LIETG | just had a coupl e of
guestions on the Wb sites. The internal site, is
t hat accessi bl e by ACMJ ?

MR. McDANI EL:  You know, | was wondering
t he same thing when | prepared this.

(Laughter.)

DR. HOLAHAN. | don't think you have
access to the internal Wb site.

MR McDANIEL: | nmention it nore for the
reason to let you know that the staff working on
regul ations has this as a resource to them but I
don't think you do have.

MR. LIETG And ny other question had to
do with the external site. The Wb site that you

give is not an nrc.gov Wb site. 1s there sonething

on the honme page of nrc.gov or soneplace? | guess
" m 1| ooking for another Wb -- | nean, nost people

will go the nrc.gov Wb site regarding a question of
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rul emaki ng, and is there a Wb page?

DR HOLAHAN: If you go to the nrc.gov,
there's a rulemaking site on --

MR. McDANIEL: There's a link to this.

DR HOLAHAN: There's a link.

MR McDANIEL: | thought it would -- |
could have put nrc.gov, but | thought it would be
nore hel pful if | linked you directly to the
rul emaki ng site.

MR LIETG Is this the site that's

listed in your slide, the |aw encelivernoreguide. gov

site, is that the one that's given when things are
publ i shed in the rul emaki ng?

DR, HOLAHAN:  Yes.

MR LIETO Ckay.

CHAI RVAN CERQUEI RA:  Any ot her
guestions? It |looks |like we are ahead of schedul e.
| guess we get an additional half hour for lunch. |
don't think we can do any additional business
because people who want to comment woul d not be
avai | abl e.

So we'll adjourn for lunch, and we'll
reconvene at one o' cl ock.

DR. NAG Unless we want a cl osed

session at the end of the day. Do you want that?
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MR LIETG No. There's just a thing |

do need to clarify with one of the slides. | think
there's a typo, but other than that, | think ny
guesti ons have been answered.

Thanks.

CHAl RVAN CERQUEI RA:  Thank you.

(Wher eupon, at 11:28 a.m, the neeting
was recessed for lunch, to reconvene at 1:00 p.m,

t he sanme day.)
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AAF-T-EERNOON S-E-S-S1-ON
(1:02 p.m)

CHAl RVAN CERQUEI RA:  This is the
afternoon session, and | think we have M. Broseus
up at the front ready to go.

And this first session is going to be
"I npl ementati on of Proposed Revisions to Part 35;
Recognition of Board Certifications."

Roger, it's yours.

DR BROSEUS: Thank you, M. Chairnman.

This particular presentation relates to
i mpl enentation of the rule in ternms of how we go
about the application process form

| want to make a note here that there
are slight changes to the slides that are in your
briefing books. | passed out during the lunch break
the revised slides. There are m nor changes, and we
just added an overview slide which I will proceed to
NOw.

The presentation | plan to nmake today
will talk about the inplenentation as directed by
the Commi ssion to the NRC staff and will tal k about
the basis for the approach to inplenentation, how we
go about recogni zi ng and maybe unrecogni zi ng t he

board; application procedures; what | cal
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mai nt enance ore recognition; de-listing, if there's
sone reason to wi thdraw, and how we go about that;
and some procedural things about listing on NRC s
Wb site and what our working group thought about in
terms of information to put there on the Wb site;
and then the path froward fromtoday.

| want to enphasize at the outset that
we're dealing today with draft inplenmentation
procedures. This is the result of our working group
process. W're providing themto the Advisory
Conmittee, as well as to agreenent states so they
will have an opportunity to give us sone input on
t he process, on the procedures as we nove them
f orward

The Commission directed the staff to
prepare these procedures in SRM 02-0194, which was
part of the direction going forward with the
proposed rule. There was supplenentary direction
provided to the staff in the Cctober 9th SRM 03-
0145.

The direction to the staff is to provide
for a regulatory determ nation that all boards neet
relevant criteria and to devel op procedures for
addi ng or renoving or de-listing so-called

recogni zed boards.
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| like to use the term"recognized
certifications" because that's what we're really
recogni zing, is a certification as being adequate to
nmeet the training and experience requirenents in
Part 35.

The process is to apply to both new and
currently recogni zed boards. The Conm ssion called
t hem "new and existing," and the recogni zed boards
now are listed in Subpart J, plus the certification
board nucl ear cardi ol ogy which has net the current
requirements in the regul ations.

Part of the process that we were charged

with also was -- I'll put quotes around this. It
came fromthe Comm ssion -- to devel op a process
t hat invol ves due process. In other words, do

things in a way that enables an orderly revi ew of

i ncom ng application and provide for processes for
maki ng sure boards have input and so on. And we'll
talk a little bit about that nore.

Part of the charge that we have is not
to inspect boards. That was in the first SRM and
in the last SRMissued Cctober 9th, in addition to
speaking of monitoring trends and nedi cal events,
using that as a basis for withdrawi ng recognition of

a board certification, and if it's due to inadequacy
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of radiation safety training; also, to assess the
adequacy of the assessnent of know edge and skills
by exam nations adm ni stered by boards.

And 1'd like to enphasize that there's a
| i nkage here, and that is that if the staff has
determ ned that there's trends in nedical events
that nay be due to inadequacies in radiation safety
training or processes, then the Comm ssion has
directed us to | ook at exam nations and assess their
adequacy.

DR. NAG How are you going to do that?
| mean that's really al nost inpossible to do.

DR. BROSEUS:. That's a very good
guestion, and in fact, | think that's an area that
we would like to receive input fromthe Advisory
Conmi ttee on.

| would expect, by the way, that these
sorts of things would be rare events. However,
that's an area that's of interest to us.

DR. WLLIAVMSON: But, | nean, the
i nherent problemis that the events are really rare,
and in nost nodalities the last reckoning | got from
staff was that the risk per procedure of a nedical
event is on the order of ten to the mnus fourth or

ten to the mnus fifth.
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These are essentially random events, and
so how can you nake even intellectually, when even
considering this, even hope to nmake sone correl ation
bet ween t hese events and the boards?

DR. BROSEUS: Yeah, for ne to think
about that, it would be pure speculation. GOkay? |
nmean, one can specul ate that during a review of
trends, that there's a trace back to inadequacy of
training, and if it's associated with board
certification, then go the extra step.

And | woul d expect that as you'll see
later in ny presentation there would be invol venent
of the Advisory Conmittee. | sonetines say "ACMJ "

instead of saying "A-CMU1," but the Advisory
Committee would be called on certainly al so.

Let ne nove on to the procedural aspects
of how would a board have its certification
recogni zed. The staff inits current draft plans to
issue a letter to the boards that we're aware of now
who have an interest and invite themto apply and
ask the Board's reply via letter and provi de
i nformati on about the type of use for which
recognition is sought. And of course, that woul d

apply to authorized users or obviously if it's for

radi ati on safety officer, authorizing a nuclear
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physici st or authorized nedi cal pharmacist, they'd
supply what they're after. Ckay?

A description of certification
procedures and their requirenents, and then the
staff review would conpare that information, the
procedures, to the requirenents that we now are
proposi ng and when they becone final in Subparts D
t hrough H of Part 35.

D through H includes the training and
experience requirenents, as well as safety
procedures for all the various categories that are
under di scussion: RSO ANP, AMP, and the various
types of use. For exanple, 190 and 290 have
training and experience for typical diagnostic
nucl ear nedi ci ne procedures and so on.

The evaluation is to be process

oriented, and | enphasize at this point not asking -

- | shouldn't say "at this point." | shouldn't
qualify it -- not asking for exams. GCkay? Not a
review exam nation. W're not inspecting. It's

conmparing the requirenents of the boards to the
requirements in the rule.

Going on in the process, if the staff
finds they have questions with an application, staff

in our draft procedures plans to notify the board

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

59

that has submitted the application, request
clarification, re-review, and consult with this
advi sory comrittee as necessary with regard to the
responses of the boards if staff feels there's

i nadequacy in their process, and they may not neet
t he requirenents.

If the requirenents are determ ned not
to be nmet, draft procedures provide for notifying
the board via letter. |If they are mailed -- |I'm
sorry -- we'd advise the board via letter and ask
them al so in our approval letter to provide
information to the NRC in the future if there are
changes in the certification process that m ght
affect the recognition.

|f the requirenents are not net, deny
the application, notify the board of agreenent
states of the basis of this, as well as the
Conmi ssion, and again, | enphasize this is after the
consultation of the Advisory Committee and so on.

The agreenent states are pulled into the
process at this point. | shouldn't say "pulled in,"
but advi sed because the agreenent states nmay al so
approve boards. They may al so recogni ze boards.
That's actually a provision of the current rule, and

that is preserved in the proposed rule.
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CHAI RVAN CERQUEI RA:  |If a board is

recogni zed by the NRC, shouldn't it automatically be
recogni zed by the agreenent states?

DR BROSEUS: Yes, yes.

CHAI RVAN CERQUEI RA:  So t hese woul d be
addi ti onal boards may not necessarily be recognized
by the NRC, but could be recogni zed by agreenent
states then.

DR. BROSEUS: |If a board is recognized
by an agreenent state, that's the sane as
recognition by the NRC. The rule says "recogni zed
by the NRC or an agreenment state.”

CHAI RVAN CERQUEI RA:  Ckay.

DR. BROSEUS: And the reason, again, is
for letting boards -- I'msorry -- agreenent states
know about requirenents not being net, and so they
are aware of a disapproval of a board.

DR. WLLIAVSON: And this is covered by
the fact that the whole training and experience
requirenment is a conpatibility Level B

DR BROSEUS: It is a conpatibility,
yes.

M5. McBURNEY: The rules have to be the
sane.

DR WLLIAMSON: They require the states
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t o adopt equival ent processes for vetting boards.

DR BROSEUS: Yes.

MR LIETG Sort of the devil's
advocate. Could you have a situation where the
agreenent state could approve a board and that the
NRC would re -- that board m ght go to the NRC for
NRC-regul ated states and not be approved?

DR BROSEUS: Well, if they're not NRC
regul ated states.

MR LIETO  For agreenent states.

DR. BROSEUS:. If it's not an agreenent
state, then the NRC -- well, the NRC approval holds
for everybody.

DR HOLAHAN: Right.

DR BROSEUS: | don't see that sort of
pi ckl e devel opi ng because once the board is approved
by the NRC or an agreenent state, that covers the
whol e country.

DR HOLAHAN: Yeah.

DR. BROSEUS:. That covers all types of
medi cal |icenses.

MR MOORE: So the direct answer to the
question is, yes, that could happen, although it's
unl i kel y because once a board got approved by an

agreenent state, they wouldn't necessarily need to
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go to any other agreenment state or the NRC for
approval .

M5. McBURNEY: Like the NRC, it would be
approved for anyone applying for a license
t hr oughout the country.

DR NAG Right, but the thing is one
agreenent state may approve it, but it may not neet
all of the criteria that the NRC sets. | nean, an
agreenent state --

DR BROSEUS: the agreenent states are
bound because its conpatibility --

DR HOLAHAN: That's right.

DR BROSEUS: -- to have the sane
requirements as in the rule.

DR WLLI AMSON: They woul d, you know,
use their enforcenent agai nst renegade agreenent
state programs if that --

(Laughter.)

DR BROSEUS: The O fice of State and
Tri bal Programs reviews agreenment state rules to
determ ne that they are conpatible, et cetera.

M5. McBURNEY: That's right.

DR BROSEUS: And so that should not be
difficult. One nore?

DR. W LLI AMSON: | do have one nore
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guestion. It is possible, | think, even maybe with
conmpatibility level B that an agreenent state could
have nore stringent criteria than Part 357

DR HOLAHAN:  No.

DR. BROSEUS:. They have to be
essentially the sane.

DR. WLLIAVMSON: | guess |I'd be nore
worried about the consequences of a particular state
bl ackbal ling a certification, but that coul dn't
happen. |If Vernont or some state -- | nmean, if
State X decided that they weren't confortable with
t he American Board of Radiol ogy, that doesn't
preclude State Y or the NRC from recogni zi ng that
Board; is that correct?

DR HOLAHAN:  No.

MR MOORE: That's correct.

DR BROSEUS: You will see in our
procedures that there are built in comunications to
try to nake sure that there's a uniform approach to
this, that people don't try end runs and that sort
of thing.

CHAI RVAN CERQUEI RA:  But technically,
Jeff's question, if the NRC had recogni zed the ABR,
Ver nont woul d not have the option of rejecting the

ABR because --
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DR. WLLIAVMSON: That's ny question

correct.

CHAI RMAN CERQUEIRA: -- it's a Level B
conpatibility.

DR. WLLIAVSON: But if Vernmont rejected
ABR, that would not preclude Texas or NRC itself
fromrecogni zing --

DR. BROSEUS: From ny under st andi ng of
the way processes work with the agreement state
program it's that there's comuni cati on between the
states, and we would hope that if a state
di sapproves a board, that that's comunicated so
t hat sonebody doesn't try to shop around.

DR. HOLAHAN:. Yeah, | was going to say
t hat same thing because if a state is going to not
recogni ze a board, they'd et the NRC and all the
ot her agreenent states know first.

CHAI RVAN CERQUEI RA:  But, again, to
identify this issue before the physician nove
around, mnedi cal physicists and then the health
survey and safety officers nove around sa well, and
if it has been recogni zed by the NRC, then those
states shoul d be conpelled to recogni ze that board.

DR. HOLAHAN: And they will be.

DR. BROSEUS: Yes, that's right.
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CHAI RVAN CERQUEI RA:  Ckay.

DR. HOLAHAN. Only if a board goes
directly to an agreenent state and they haven't cone
to NRC first, that the agreenment state would be
i nvol ved.

M5. McBURNEY: That we woul d even get
i nvol ved in board recognition

CHAl RVAN CERQUEI RA:  Ckay, okay.

DR BROSEUS: What 1'd like to do is try
to keep that and see if you're satisfied with it and
maybe cone back to it |ater because we're going to
be posing sone questions, and you know, if our
procedures don't cover these things adequately,
that's where your advice back to us would be useful.

CHAI RVAN CERQUEI RA:  (Ckay. Wy don't
you go on?

DR. BROSEUS: If | mght nove on, on the
application, on the maintenance procedures here --
let's see. Wiere am| at? W' ve tal ked about the
application. Now we're on two. Application for
recognition.

DR. HOLAHAN. W did that.

DR BROSEUS: Yeah, did that. W're on
mai nt enance. Ckay.

W' re asking boards to notify the NRC of
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changes to the procedures when they're approved, and
that would be in the letter of approval, as |
nmentioned before. In our draft we're putting in to
notify the NRC six nonths in advance of planned
materi al changes in a certification process, those

t hat woul d affect recognition.

The staff al so plans under the draft
procedures to request confirmation of certification
procedures every five years froma recogni zed board.
This is to verify that the informati on the NRC has
on procedures is current and still neets the
requirements in the rule.

| f we see changes coming in, the draft
procedures provide for using basically the same
procedures for a new application to eval uate
changes. Do they neet the requirements in the rule?
Pretty sinple and straightforward.

Finally, we're noting in our draft
procedures that agreenment states woul d be
responsi ble for nonitoring the status of the board
t hey recognized. So if, in your exanple, State X
were to recogni ze a board, our draft procedures say
that state is responsible for continuing nonitoring
and recognition.

MR. LIETG  Questi on.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

67
DR BROSEUS: Yes.

MR LIETG Ral ph, maybe it's the
termnology I'ma little confused on. Wen you say
changes in the board procedures --

DR BROSEUS: The requirements for
eligibility requirenments.

MR. LIETG So basically what you really
nmean, so you don't mean the procedures of how the
board operates. You nmean |ike the content.

DR BROSEUS: The certification
requirenents. Did they require an exam nation, et
cetera?

CHAI RVAN CERQUEI RA:  Eligibility
requi renments for the people applying to take the
board. That's --

MR. LIETG Well, do you al so nean the
content of what is required?

M5. McBURNEY: Not the content of the
exam

DR. BROSEUS: No, no. W're not | ooking
at exam nations. W're conparing their requirenents
for certification under the proposal to what's
required in the rule.

MR LIETO Al right.

DR. BROSEUS: So you just go down and
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tick themoff.

MR. LIETG It's not their procedures
and how they go about it.

DR BROSEUS: Well, and if in our draft
procedures, inplenentation procedures, that seens a
little bit fuzzy and | eads to confusion, you know,
make a note for us. That's good feedback.

| can't renmenber right now how we
express it. | may be using termnology a little bit
| oosely in ny presentation.

kay. In the de-listing area, that is,
wi t hdrawal of recognition, we've identified a few
potential reasons for withdrawal, and that woul d be
changes so that the certification process woul dn't
conmport with the rule. Medical trends, we've tal ked
about that due to inadequate training or if a board
becones inactive or disbands.

The eval uation --

DR. DI AMOND: Excuse ne.

DR BROSEUS: Yes.

DR. DIAMOND: So let's just tal k about
that |ast point for a second. The American
Ost eopat hi ¢ Board of Radi ol ogy has residents go
t hrough training prograns, all of whom are going

t hrough the di agnostic pathways. They currently are
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al so, | understand, -- trainees go through as

radi ati on oncol ogy, AU practitioners, although there
has not been a radiation oncol ogi st produced in any
of their training progranms for a nunber of years.

So in this case where there are no
radi ati on oncol ogy osteopathic training prograns,
but there are trained prograns, | guess, for
di agnostic or for maybe even nucl ear nedicine. |
don't know.

| s that considered an inactive or an
active board?

DR BROSEUS: Well, the boards w Il have
to reapply, okay, and neet the requirenents in the
rule when it becones final.

DR WLLIAMSON: | have a slightly
different --

DR BROSEUS: And so that would be --
you know, they would be neasured against the
requirenments in the final rule.

DR DIAMOND: W had a representative
fromthe Anmerican Osteopathic Board of Radi ol ogy
here sonme tine ago saying they would like to retain
the right to be listed for the AU pass, and | asked,
you know, how many radi ation oncol ogi sts are

trained, certified by your boards, and he said zero.
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DR. BROSEUS: So it seens like it's

al nost a non-problem and since they would have to
neet the new rule when it's published --

DR. DIAMOND: It's a real problem

DR. BROSEUS: -- it's a real problem

DR. DI AMOND: Because, you see, the
board is not just doing a use. W're talking al so
about di agnostic and nucl ear nedicine trai nees going
t hrough these osteopathic prograns. So they are
active in those two pat hways, but they have no
activity what soever in the AU pat hway.

DR. WLLI AMSON: Here's anot her problem

DR BROSEUS: 1In order to have their
certification recognized, for exanple, for 600 use,
okay, which is the high dose stuff, their
certification program their requirenents wuld be
conpared to the requirenments in 690 -- 600 -- 1'm
sorry -- 690(a), the requirements for a board to be
recogni zed.

DR DI AMOND: So one of the
requi rements --

DR BROSEUS: So to neet the
requi renments for a diagnostic, but not for the
t herapy area that they be recognized.

DR. DIAMOND: Right, but will the
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requi rements be that you actually have peopl e
sitting for these boards?

DR, BROSEUS: |'msorry?

DR DIAMOND: WII one of the
requi rements be that you actually have peopl e
sitting?

PARTI Cl PANTS:  No.

M5. McBURNEY: No. They're just ready
to have sonmebody cone through

DR DIAMOND: It's silliness, of course,
but --

DR WLLIAVMSON: | have a nore
substantive question. You know, it's not that this
is uninmportant, but this is a nore real crisis
because it woul d affect people.

The Anerican Board of Medical Physics
until recently certified physicists in radiation
oncol ogy physics. Now that pathway, you know, had
ended and effectively that process has been nerged
with the American Board of Radiology. So henceforth
everybody who does radiati on oncol ogy physics wll
come through ABR i nstead of ABR or ABMP

But | think you should not de-list ABM
j ust because they've stopped offering that

certificate. You have a responsibility to recognize

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

72

all diplomates of that organizati on who were boarded
during a period of tinme during which that
organi zation did conply with your requirenents.

So | think, you know, you have an
obligation actually to determ ne whet her the
Anmerican Board of Medical Physics certification,
because there's many people out there who have that
certificate --

DR. BROSEUS: That cones close to being,
if not really, a Q%A for the current rule, but the
Anerican Board of Medical Physics is now recogni zed
under Subpart J, | believe. So that may be
somet hing that shoul d be addressed in conments on
the --

DR DI AMOND: Roger, but that's not the
answer to the question. | think the answer is,
Jeff, on page 6 it has evaluation of training and
experience for outdated certifications, and it
states that the certification will be considered
valid if it was granted before the board's
certification process is determned to be inadequate
for recognition of the board certifications by NRC

So once that certification was granted,
even in the future if it's de-listed, that

M5. McBURNEY: | f people were boarded
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during that tinme, it was okay.

DR WLLI AMSON: Your Wb site needs to
be a little nore conplicated. It needs to list the
time period during which --

DR BROSEUS: W'Ill talk about these
i ssues later on when we tal k about the information
on the board and see if it solves the problem |
think it will.

kay. We tal ked about sone of the
reasons we have identified that a board may have its
recognition withdrawn. |If this cones up, the
procedures that we have drafted again call for
revi ewi ng agai nst the contents of the rule,
contacting the board, and ask them what changes they
woul d make to avoid being de-listed, and also to
consult with the advisory conmttee again of the
circunstance should it arise in making a
determ nation to wi thdraw recognition.

If the recognition is wi thdrawn, then we
woul d comuni cate that to the Comm ssion as well as
agreenent states. |In the actual process of listing
t he recogni zed boards, what we provide on the Wb
site, what we're considering nowis the nanme of the
board, the type of use for which the certification

is recognized, as well as noting if it is for AMP,
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ANP, RSO okay, the dates of recognition by the NRC

or an agreenent state with a "to" date if the
recognition is withdrawm. People need to know for
what period of tine the recognition is valid.

CHAI RVAN CERQUEI RA:  And, Roger, that
answers Dr. WIllianmson's question. Wth respect to
t he Anerican Board of Medical Physics, we would

probably have a "fronf and "to" date, and in the

"to" date when the Board of Medical Physics stopped
recogni zi ng peopl e.

So it would be recognized for the period
that it was valid.

Wth respect to the American Osteopathic
Board of Radiology, if they have a process in place
but don't have any people going through it yet, then
t hey coul d becone certified if we agreed with their
process. So, | nean, they could get advanced
recognition to have the process in place as |long as
they net our conditions for recognition and we woul d
put them on the board, whether or not they had
peopl e going through it.

CHAl RVAN CERQUEI RA:  Roger.

DR. BROSEUS: | thought | was hearing

anot her questi on.

One of the bits of infornati on we woul d
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plan to put on the Web site woul d be the period of
time for which a certification is valid. Oay? For
exampl e, some of themare valid for four years. W
have recency of training requirenents for seven
years, but if a certification has expired and a
person has not renewed it, then their training and
experi ence woul d no | onger be current and recognized
unl ess they could provide sone other additional

i nformation, they nay have to cone in through the

al ternate pat hway.

Where do we go fromhere? | think ny
bullets are kind of out of order. W're actually
doi ng the second bullet right now, providing the
Advi sory Conmttee our draft procedures for review
and comment .

W' re al so posting themto a cl osed
state and tribal program Wb site. The draft
procedures are out there now for agreenent state
review and comment, and that comment period, the 30-
day comment period will end in |ate Novenber.

W will be |ooking for input from both
you and the agreenent states, pulling it together
into a package for approval of our managenent. W
seek your input on the procedures with questions we

have generated. For exanple, are the draft
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procedures effective neasures for oversight of board

activities? Do they place undue burden on boards?
| f you see a need for inprovenent for

t he procedures, we would seek information on how you

suggest a change to inprovenent, and realizing that

we have bounds that we have to stay within directed

by the SRM fromthe Comm ssion, for exanple, on

exam nati ons.

Question?

DR. WLLIAVSON: Well, | think just one
tricky point. The American Board of Medical Physics
at this point does not offer certification as an
active pathway for radiation oncol ogy physics. So |
t hink you don't want to say a reason for not listing
or considering a process is that they nust have an
active process in place.

There is this group, probably hundreds
of physicists, you know, that you' re going to have
to retroactively evaluate the process as it was
during the certification granting period to
det erm ne whet her those individuals neet the rules.
So you, | think, need to refine the criteria just a
little bit.

DR. BROSEUS: Future recognition of the

boar ds.
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DR HOLAHAN: It's further.

DR WLLIAMSON: This is past. This is
recognition of certificates issued in the i medi ate
past .

MR. MOORE: That would be a hel pfu
comment for ACMJl to nake back in the comments to
us. |I'mnot sure that we have an answer yet on how
to recogni ze boards in the past that certify people
that are no longer certified, and if those
i ndividuals then want to apply to be in AU

DR, WLLIAVMSON: It would seem you
know, that it's an inmportant problemfor you to
sol ve because you list ABMP radiation oncol ogy
physics certification in the Subpart J.

MR. MOORE: Right.

DR WLLIAMSON: -- is appropriate, and
so, you know, | think there is an existing
organi zation to interact with, and | think this is
just term nol ogy and gui dance you have full control
of. So | don't see why it would be difficult to
sol ve.

MR MOORE: Right. 1[I'd encourage the
ACMJ to provide those comments back when you
conment on the procedures.

DR. BROSEUS: Before we go on with nore
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guestions, | think, Tom are you going to suggest a
nmechani sm by which we get collectively comments
back?

MR. ESSIG Yeah. Included in your
packet was, and | think several have made reference
to it already, is sone draft procedures that we
woul d very nmuch like the conmttee's comrent on, and
it seens to ne it would work best if you could
identify, M. Chairman, if you would wish to
identify a point of contact either now or at sone
near termdate that will be the focal point, the
integrator of the commttee's comments and then
relate it back to us.

CHAI RVAN CERQUEI RA:  Well, | think, you
know, Dr. Vetter did such a great job on this the
first time we were --

(Laughter.)

CHAI RMVAN CERQUEI RA:  Due to training and
experience, | nmean, are you up for it?

DR VETTER Up for what specifically?

(Laughter.)

CHAI RVAN CERQUEI RA:  You have to listen.

M5. McBURNEY: Being the collector of
the coments for the --

MR. MOORE: Just to try, they would like

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

79

the ACMJl input, and as we tal ked about this norning
sonetinmes it's better to funnel that through an

i ndi vidual or a subcommittee, and you know since you
in your group, the subconmttee did such a great job
of drafting a lot of this earlier, it would be good

if you could continue to do that as well.

CHAI RVAN CERQUEI RA: | could do that.

MR. MOORE: Thank you.

The other thing, | guess this is --

DR. BROSEUS: And we'd like to get those
by the middl e of Decenber. Do you think that's
possi bl e?

MR, MOORE: Yes.

DR. VETTER. Well, | can send you
what ever | receive by the m ddl e of Decenber, yes.

MS. McBURNEY:  Yes.

CHAI RVAN CERQUEI RA:  You can mnake
somet hi ng up over Thanksgi vi ng.

W have a question for the audience, but
this would be for new boards, right? Now, | guess
the Certification Board of Infant Cardi ol ogy was the
only recogni zed board?

DR. BROSEUS: Well, the way the rule is
witten now, they need to be applied. Everybody,

wel |, the procedures call for everybody applying
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agai n.

CHAI RVAN CERQUEI RA:  Ckay.

MR. UFFELMAN: Bill Uffel man, Society of
Nucl ear Medi ci ne.

| guess on behalf of the American Board
of Sci ence and Nucl ear Medi ci ne because we manage
them but then the Anerican Board of Nucl ear
Medi ci ne because | have a | ot of nmenbers that are
dependent upon them you recall the reason we have
Subpart J in Part 35 with this two-year w ndow was
because of the transition being | don't want to say
not thought through, but was it thought through
perhaps as well as it could have been that we had to
have J to continue the process.

| want to strongly urge you that these
new y recogni zed certifying boards, whatever the new
rule is and the new requirenents are and how you
wi nd up wording the preceptor statenent and how t he
board is comng into conpliance with that, | think
it needs to clearly state in the rule that the
peopl e who are subject to that new certification are
t he people who are entering these progranms on or
after, because | don't know what your effective date
is going to be, whether it is going to be Cctober,

but certainly by June one would have a pretty clear
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pi cture of what it ought to be, but perhaps those
peopl e who are entering residency prograns or
fell owshi ps or whatever it is they're doing after
June 30 of 2004. They are the people who are truly
subject to the new certifying requirenents.

| f you've got a radiol ogy resident out
there that's in, you know, fourth year or whatever
and sonebody has decided that, in fact, you know, he
needs a | og book for all of the work he has
perfornmed during the past four years, you know, he
did three of these and two of those and Dr. So-and-
so, the attending, signed off or whatever so that in
the end the programdirector, who may be the third
person, you know, that he's done all of this under
could | ook back at that |og and say, "Yes, they've

done it," and sign it; that, in fact, it would be
very onerous to sonebody who is al nost finished with
t he programto suddenly, when they sit for the board
exam and make their application to the NRC in June
of 2005 -- where do they get that docunentation from
and how nmuch of it is "well, you know, you were

here, so you nust have done it" as opposed to

sayi ng, "You know what the requirenents are when you

enter the programon July 1 of 2004 and this is how

you're going to prove it up," so that you, in fact,
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can sit for the board examor you can sit for the
examif you want?

But the reality of getting the NRC
approval is built upon having this track record
that, in fact, is signed by the preceptor if that's
going to be the requirenent.

DR BROSEUS: The Commi ssion directed
that the preceptor statenent, requirenment for that
witten certification be separated from They
accepted the Advisory Conmittee' s reconmendati on.

So we're foll ow ng Comm ssion direction. That wll
be separate.

But | think that part of the problemyou
have really relates to how will the NRC eval uate
certifications granted by boards recogni zed under
Subpart J after the rule is final

MR. UFFELMAN. But the way the rule is
witten, it says specifically if you were certified
during that w ndow under J, at least ny attorney's
opinion of it is you're okay. |'mworried about the
person who's in the mddle of a training program at
this point in tine.

DR BROSEUS: | would think that in nost
cases that would be a non-problem al so because,

first of all, we expect that nost, if not all,
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boards will nmeet the new criteria that the Advisory
Comm ttee established first, and secondly, they
woul d be getting their certification after the rule
applies, and it seens to ne that the probl em woul d
evaporate that you' re posing, but | think that
that's a good thing.

MR UFFELMAN: It woul d exacerbate it.
It will exacerbate it because of the bifurcation
and | have no problem standing here saying -- | have
no problemw th having this bifurcated preceptor
stat ement, but how does sonebody who is in the
fourth year of a four-year programor third year of
a four-year program go back and get whatever it is
sonmebody deens an appropriate preceptor statenent
for those first three years?

DR. BROSEUS: WMake sure that you take a
sharp | ook at the proposed rule so that we get
coments back to make sure we cover these issues.

MR. UFFELMAN. | just wanted to in
public air that.

CHAI RVAN CERQUEI RA:  (Okay. Thanks.

Leon.

DR MALMUD: | think the issue that M.
U felman is presenting is one that can be dealt with

very sinply, and that is that if a resident in
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training or fellowin training is en route to

conmpl eti on but has not yet conpleted his or her
program and there was no opportunity in the first --
let's say they're in the third year of a four-year
program -- there was no opportunity because there
was no requirenent to docunent their experience case
by case in the first two years, that that person
will not be affected negatively by this new
interpretation, which would require a retrospective
anal ysis of data that wasn't kept.

Is that the point that you' re trying to
make?

MR UFFELMAN: That's the point |'m
trying to make.

DR. MALMUD: And all we need do is just
put it in a statement that it's only for those who
begin training, begin their training after the date
of inmplenmentation, not for those who are already in
trai ning because there mght be, but there wouldn't
necessarily have been the opportunity to have
docunmented the data fromthe first year of --

DR. BROSEUS: | think we'll have to | ook
at this comment in the context of what is the
proposed rule doing as well as the inplenentation

procedures.
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CHAI RMAN CERQUEI RA:  Jeff and then Dick.

DR WLLIAVSON: | think M. Uffel man
has brought up a really inportant issue. |1'mnot a
| awyer, but ny reading of the regulation is as
follows, and I'll give you a real case.

Subpart J currently recogni zes Anerican
Board of Radiology Certification in radiation
oncol ogy as adequate for a radiation oncol ogist to
beconme an authorized user for radi opharmaceutica
t herapy. Okay. Cearly, anybody who in this era of
Subpart J applies and, you know, becomes an
aut horized user on a state or an NRC |license is
going to be okay for the future.

| believe the way the draft regul ations
are witten now in future radiati on oncol ogi sts,

gi ven current ABR practices, unless we change the

rule, are not going to -- basically ABR
certification in RAD AU wi Il not be recogni zed for
35-300.

So it is ny belief based on reading the
regul ation that individuals who becone board
certified in this Subpart J era but for sone reason
do not immedi ately apply to beconme authorized users
for 35-300, when the new rul e takes effect, they

will be unable to becone authorized users for 35-
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300.

And you coul d, by extension, find any
board which is currently recogni zed but for sone
reason fails to neet the newcriteria in the revised
training and experience regulation, | think unless
t hose graduates who are in the mddle of training or
are conpleting their training now have al ready
becone aut horized users before the effective date of
i npl emrentation of the rule. They're just going to
be out of | uck.

DR. BROSEUS: |It's sonmething we need to
| ook at before this is final.

CHAI RMAN CERQUEI RA:  Yeah, Dick.

DR. VETTER. Yeah, right. | think a
coupl e of coments. One is it has been over a year
since we wote our reconmendations, and there have
been sone iterations of those words, and so when the
final proposed regul ations come out, | think we need
to ook at themcarefully to nmake sure that our
original intent is still there.

There is a possibility that words were
added or del eted on purpose or not that have changed
what we intended, and so Jeff's point is very
i mportant in that regard.

The second comment |1'd like to make i s
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that relative to the docunentation I'ma little
confused there because that would refer to the need
for the preceptor to be able to docunment that the

i ndi vi dual had conpl eted the program appropriately.
The boards aren't requiring that. This has to do
with the preceptor. And | don't think the NRC has
prescribed what the preceptor nust have in front of
himor her in order to sign that preceptor

st at enent .

| don't think that has been prescribed.
In fact, 1"mgoing to recommend in ny comrents that
the preceptor statenent be institutionalized and it
be rather generic so that we have nmaybe a formthat
says this person conpleted the program and you
know, certainly there would be sone sort of
docunentation that said the person conpleted the
program wi t hout having to produce the abstract of
every patient that that resident or fellow | ooked
at .

DR. BROSEUS: | think if you read the
proposed rule you'll find that it's a very general,
nonprescriptive performance based rule, and that's
sort of the starting point. | think we have to be
careful about introducing prescriptiveness.

MR. MOORE: The proposed rule should be
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issued in early Decenber, and so you'll have it at
that point to look at it. |It's nmoving into
concurrence now.

| guess when the ACMJl conments back to
us, we would be interested in suggested fixes for
the problem too, if you have any. W' ve heard one
which |'d characterize as grandfathering sone of the
people in the prograns.

Anot her possible fix may be to review
i ndi vidual s’ credentials and nane themon |icenses
because that gets theminto the process, but if you
have suggested fixes, we would be interested in
hearing those and the comments that conme back

DR BROSEUS: | mght just add in ny
devel opnent of where we're going with the proposed
rule, and this was supposed to be inplenmentation,
but there's going to be additional opportunity for
input to the Advisory Conmittee before the report
becones fi nal

Are there any other questions?

CHAI RVAN CERQUEI RA: Al t hough we have to
get this thing done by, you know -- we have until
what, 20057

DR. BROSEUS: Cctober 2004

CHAI RVAN CERQUEI RA:  (Ckay, and so we
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basically need to get this thing done and published

in the Federal Reqgister six nonths before that date.

O herwi se we're going to be an insane fix.

W have one comment fromthe audience
and then Ral ph and then --

M5. FAI ROBENT: Lynne Fairobent,
Anerican Col | ege of Radi ol ogy.

Dr. Vetter, just to follow up on your
poi nt of what the preceptor or what formthey have
to sign, | think that we need to take a relook in
light of what the final |anguage is going to be in
the draft rule we're anticipating in early Decenber
in light of what Form 313 and 313(a) say, which is
already the formthat requires the preceptor
signature and what they're attesting to.

And |I'm not sure that we don't have a
di sconnect or may have a disconnect with the
proposed final |anguage of the preceptor statements.

DR. BROSEUS: The current 313(a) staff
recogni zes that we will have to change it because it
says right at the beginning if you' re board
certified stop here, and we'll have to change it to
accommopdate that a preceptor statenment needs to conme
to the NRC at the --

MS. FAIROBENT: Well, | also think that
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if you look at it, it's under the alternative

pat hway, and |I'm stretching ny nmenory back to when
we | ooked at the formin the original draft stage of
it before OVB approval.

Al so though when a preceptor was signing
it, there was clear indication of nunber of hours by
subj ect matter delineated by each of the subparts of
the regulation that they were attesting to that the
i ndi vi dual had.

And so | think it is a nmuch nore
detail ed statenment than perhaps Dr. Vetter was
suggesting we mght want to see in the future. So I
do think that that needs to be | ooked at and perhaps
t hought about whether or not a revision to that form
is going to appear at the sane tinme for conment as
the draft rule.

CHAI RVAN CERQUEI RA: | believe Dr.

Vetter has a conment.

DR. VETTER: If | could just respond to
that, the current 313 is neant for people to becone
aut hori zed through the alternate pathway, and I
would view a future formsimlar for the alternate
pat hway, but for those people who are board
certified and need a preceptor statenent, | would

propose that the NRC institutionalize a very, very
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sinple formthat the preceptor would sign, and it
may have to be a different formfor RSO AWM.
don't know about that. W' d have to think about
t hat .

But it certainly would not need to
docunent case load or any of that. It is sinply
docunenting that the individual has conpleted the
training and is qualified to practice.

CHAl RVAN CERQUEI RA:  Yeah, | think a
standard form woul d be appropriate. You know, |
have to wite letters for fellows, and sonething
sinple and that would get at the | anguage that the
NRC wants woul d be very, very desirable.

Jeff, did you have a conment ?

DR WLLIAMSON: | guess during the next
agenda itemwe're going to have an opportunity to
di scuss the tinme line for find tuning the | anguage
of the rule and hearing various concerns about the
regulation a drafted, or is this the time to discuss
t hat ?

|s there a nunber at |east of specific
concerns | have about the proposed rule itself as
di stingui shed fromthe mechanismfor --

CHAI RVAN CERQUEI RA: | think we can

probably discuss it in the next section.
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Ral ph.

MR LIETG Well, | guess that was one
of ny questions, was will a pre-decisional form of
the rules in ternms of old and new, in other words,
what's being struck out, what's being replaced, be
avail able to the advisory conmttee before it's
published to be sure that, as D ck asked before,
what we think is supposed -- our understandi ng of
what's going to be in the rules turned out to be
actually that just so that it doesn't get into the

Federal Register, and then you have the Advisory

Conmittee com ng back and saying, "That's not what
we said,” or "that was not our intent."

And | just want to avoid that.

DR BROSEUS: The process at this point
is we're just about ready to publish, and it's not
to come back to the Advisory Conmittee for review
and approval. The staff took into account the
Advi sory Conmttee's recommendati ons, in particular,
the one that was in Dr. Cerqueira's letter, and we
are nodi fying the proposed rules directed in the
SRM and when we're done with that, we will publish
it.

MR LIETG So we won't see it unti

it's published.
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My second point --

CHAI RVAN CERQUEI RA:  |s that an absol ute
or is it still possible to get it to the commttee,
especially to Dr. Vetter's subcomm ttee?

DR. BROSEUS: Well, we need to get this
publ i shed so that we can get a 75-day conmmrent and
get it out, and we're planning on publishing
hopefully the first week of Decenber. So we're at

the wire on getting it into the Federal Reqgister for

t hat .

And procedurally, our rul emaking process
doesn't provide for this now because we're foll ow ng
what's laid down a instructions in the SRM

The SECY paper that preceded that went
up to the Conmission with the draft proposed rule
| anguage and so on.

MR LIETO Right.

DR BROSEUS: What we did and how we
dealt with that.

DR. HOLAHAN: | was just going to say
t hat because the rule is being approved by the
Conmmi ssion and we're following the SRM then if you
have any changes, we'd have to go back to the
Commi ssi on again, and we would try to publish it and

| et you have your conments.
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CHAI RVAN CERQUEI RA:  So we woul d have an

opportunity to make substantive comments or changes.
So as long as that's understood.

Dr. Nag.

DR NAG Yeah. Many tines it's just
the wording and the details are sonmetines nore
i nportant than, you know, the overall view |
under stand you have gotten the input of the ACMJ,
but as we have seen before, it may be just the end
and all and, you know, mnor things |ike that that
make a huge difference.

My request is that at |east, although
you have a short tinme, at |least you allow Dr. Vetter
or his subconmmttee at |east several days or one or

two days. Once it goes out in the Federal Register,

you can't change anything, while the day before, you
know, that could be done nuch easier

DR HOLAHAN: Well, not necessarily
because we'd have to go back to the Comm ssion if we

change it substantially, and even if an "and" or

or" we'd have to go back to the Conm ssion, and
it's better to -- you have a chance to comment on it
publicly when it goes out to public conment.

MR. MOORE: Once it's issued for public

comment -- this is Scott Modore -- once it's issued
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for public conmment in the Federal Register, the

ACMUI nmenbers could either individually or
collectively make coments on it at the same tine
the public is making comments on it, and we woul d
have to consider all coments in creating the final.

| mean, what's being proposed in early
Decenber is the proposed. So any changes to the
text, you know, could be considered in all of the
conments, but the tine schedule for this rule is key
because to neet the Cctober date for the final and
address, you know, the quick schedule, we would need
to get the proposed out now so that we could get the
final out in md-2004.

DR. BROSEUS: Well, thank you all for
your attention.

CHAI RVAN CERQUEI RA:  One final coment

from Ral ph.
MR LIETG Can | go to ny point two?
CHAI RVAN CERQUEI RA:  Yes.
MR LIETG Regardi ng conmuni cati ons
with the specialty boards, | would |ike to suggest

for the staff's consideration you have as a standi ng
procedure a letter to the boards which | think as a
standi ng procedure is fine, but this is such a new

thing, a requirenent. | nean, basically they
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haven't had to do this in 30-plus years; that maybe
it mght not be a bad idea to provide or set up for
sone type of a conference, tel econference, video
conference, that would include NRC staff, the board
reps. Maybe you m ght want some ACMJ nenbers so
that there would be a question and answer two-way
di al ogue so that it would expedite what their
under st andi ng of what the requirenents are to apply
to the NRC for this recognition because this is
going to be brand new to them

And | think just sending thema letter
is something that | think really needs to be
suppl emented in terns of that initial Board
recognition process because, like |I said, it's just
going to be so new, and | think there's going to be
a lot of questions that are going to come up.

DR. BROSEUS: | think as a suggestion
you mght want to incorporate into the feedback you
give as a conmttee as a whole so that if the board
has questions of the staff, they can call up that
nunber. | have witten into the procedures, but it
seens like it's so obvious, a staff nenber they can
contact so they can contact us, and | think there
will be opportunity for the boards to interact.

MR MOORE: | think that's a great idea,
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and | think we'll take it as a recomendation to
consi der in between publication of the proposed rule
and the final rule as we're receiving conments back.
We can | ook at whether we could hold the workshop or
a neeting with the boards so that we coul d answer
questions about inplenmentation, but | think it's a
great idea

DR. BROSEUS: Are you reconmmrendi ng a
wor kshop for all boards or sonething that would be
i ndi vidualized so that a person comng in for a
conference and then the application?

MR LIETG No, I"'mjust thinking of a
one-shot deal where all of the boards cone and you
have this two-way dial ogue and - -

CHAI RVAN CERQUEI RA:  Yeah, that was done
before, | think for the initial process and so that
coul d be redone.

MR LIETG The letter of contact, are
you going to be sending that to all existing boards
that are now currently listed in Subpart J?

CHAI RVAN CERQUEI RA:  What's the tine
lines for when we're going to get comrents to Dr.
Vetter and then they're going to go to you?

DR BROSEUS: 1'd like to have comments

back by m d-Decenber. W can pick a date, Decenber
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15t h.

MR. MOORE: And preferably we'd get
i ntegrated coments.

CHAI RVAN CERQUEI RA:  So Decenber 15t h,
which is a Monday, would be a good date. So in
order for Dr. Vetter to basically get everything
done, he's going to need to have them by Decenber
1st, which is two weeks before.

DR VETTER No, | think one week before
woul d be just fine. It will only take a few hours
to |l ook at your comments, integrate theminto a
singl e docunent and send themin. So if | had them
by --

CHAI RVAN CERQUEI RA:  Decenber 8t h?

DR VETTER  -- Decenber 8th, | do have
a nmeeting that week in Washi ngton, but you know,
"1l have a couple of days. So if | get them by
Decenber 8th.

DR. BROSEUS: It would be nice if they
were representative collectively of the Advisory
Commi tt ee.

CHAl RVAN CERQUEI RA: Right. That's what
our intent is, to get themto Dr. Vetter who has had
t he nost experience and who will get themto you.

MR MOORE: And to reiterate, we're
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| ooki ng for conments on the procedure itself by that
point. The rule then will still be in its open
comment period, and you're certainly welcone to
conment on it.

CHAl RVAN CERQUEI RA:  Ckay.

MR UFFELMAN: The question was raised
about having the boards cone together, and on behal f
of two boards | would heartily endorse that in early
January you have that workshop for the boards so
that ne as a staff guy telling the physicians who
are on the board that this is what you' ve got to do
soneti mes doesn't quite have the inpact that if they
came during that open comment period so they heard
what you have to say, so that their coments are to
t he point of, you know, that there is a dial ogue,
woul d heartily endorse it, you know, the first
coupl e of weeks of January.

You know, we'll call t he snow off and
all of that.

CHAI RVAN CERQUEI RA:  Thank you, Roger.

And we now nove on to the next item
which is the discussion of possible |icensee
i mplications associated with the training and
experience reconmendations in SECY 03-0145. Dr.

Vetter, you're going to | ead the discussion.
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DR VETTER  Thank you.

Just to review briefly, you may recal
that a year ago we worked on the process -- well, we
originally objected to the fact that specialty
boards woul d be recogni zed on the basis of their
fulfilling the requirenents of what we now call the
al ternate pathway, and we viewed that as being quite
problematic, and in fact, only one board net those
requi renments.

So we proposed that boards be recognized
separate fromthe alternate pathway and sinply that.
The alternate pathway, in fact, included a preceptor
statenent, as it does today. So we reconmend t hat
boards be recogni zed on the basis of their own
separate set of criteria.

That was approved by the Comm ssion with
t he exception of the preceptor statenment. The
Conmi ssion wanted a preceptor statenment for
everyone. So relative to SECY 03-0145, the primary
i ssue was the preceptor statenent.

So we went back. We worked with the
staff. The staff agreed to take our position to the
Conmi ssion saying that we still did not |ike the
i dea of a preceptor statenent, and we had received a

nunber of negative comments regardi ng the preceptor
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statement. One of the issues was, well, boards

actually determ ne that the individual has the

know edge and is qualified to practice. So we

shoul dn't have to have soneone else testify to that.
The ot her was argunment over the use of

the word "conpetency,"” and once again the point was
made that only one board nmet those requirenents. So
our recommendation, as | nentioned, was to elimnate
the requirenent for a preceptor statenent to
condition the board.

We did propose in the event that the
Conmi ssion sinply would not agree to that; we
proposed an alternative or alternate proposal, which
was the decouple the preceptor requirement from
criteria for recognition of boards, as well as the
al ternate pathway, and sinply place the
responsibility for a preceptor statenent on the
i ndi vi dual who was applying to beconme authorized as
RSO, AMP, AU, whatever it was.

The staff then took that to the
Conmi ssi on, and the Conmm ssion approved the
alternate recommendation. So now we have a
situation where we are today, which will be witten

into the proposed rule that boards will be

recogni zed on the basis of that separate |ist of
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qualifications or criteria that we have devel oped.
They do not have to neet the alternate pathway
requi rements, and they do not have to have a
preceptor statenment. They do not have to require a
preceptor statenent on behalf of anyone applying to
becone certified.

But any individual, when he or she
applies to the licensee to becone an authorized user
or RSO, whatever it is, either the broad scope
licensee or the NRC will require that individual to
provi de a preceptor statenent, regardl ess of whether
they're board certified or use the alternate
pat hway.

To try to assess the conmunity's
response to that, | sunmarized that and sent that
to, had that out to the radiation safety comunity
and nmedi cal physics conmunity on three different
list servers, and | also contacted sinply three
boards. |I'mnot trying to get everyone's input
here, but three boards, American Board of Health
Physi cs, Anerican Board of Medical Physics, and
Anmeri can Board of Radi ol ogy.

So hundreds of people received that E-
mai |, and | got back about two dozen responses.

Per haps that's because people don't take a real
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interest in these things until it hits themin the

face. | think we saw that before with Part 35, or

per haps because they think the issue is pretty much
resol ved.

But | nmade a few notes on the feedback
that | received here, possible inplications. There
are some who had phil osophical points of viewthat I
think are arguable. About ten percent thought the
preceptor is, in fact, needed. Ten percent were not
convi nced that being able to pass a board
denmonstrates that you are able to practice, and so
t hey thought the preceptor statement was a very
val uabl e thing.

About ten percent were neutral. These
20 percent were very well established people, people
who had been practicing. |In other words, they're
old like mne.

(Laughter.)

DR. VETTER. They're well established
people. The other 80 percent had nunerous
conpl ai nts about the requirement for a preceptor
statenent for someone who is board certified. They
basically feel that if someone is board certified,

t hey' ve al ready gone through the equival ent of a

preceptor statenment and getting letters of
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recommendati on done and all of that sort of thing.
Supervi sors have to sign. A fellow has to get his
supervi sor to sign before he can take the boards.
You know, the equival ent has al ready occurred.

So they don't see nmuch point in it and
do not think that the process of obtaining a
preceptor statenment for soneone who's board
certified will inprove safety.

One person, in fact, one very well
est abl i shed person thought that we should go back to
t he original proposal where the NRC would issue an
examto all authorized users. | don't think we'l|
be doing that, but that person --

(Laughter.)

DR. VETTER In fact, that's what the
boards are for, but that person thought that that's
the only way to guarantee that an individual
under st ands radi ati on safety, whether it's in the
practice of medicine or inplenentation of prograns,
and some ot her comrents here that may be sonmewhat
ar guabl e.

There are sonme pragmatic issues that
were raised that are | ess arguable, | think. One is
that a |icensee cannot allow a new board certified

physician to practice until the preceptor statenent
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is received.

Currently, for exanple, our broad scope
license, a new physician will sinply provide a copy
of their certificate fromthe board that says, "I
want to do nuclear nmedicine," and the commttee
says, "Ckay. | nean, you're board certified. The
regul ati on says we can approve you. We will."

Now that individual will have to get a
preceptor statenment, as well, and if there is any
difficulty in getting that, that's going to del ay
the process. So that's a pragmatic issue.

Preceptors. Sone preceptors may
perceive additional liability. A nunber of people
mentioned that. Perhaps that needs to be addressed
i n guidance, in guidance space, the issue of
l[iability on this preceptor statenent. | don't
know, but a nunber of people still perceive that
it's aliability issue.

If I sign that this individual is
capabl e of practicing and that individual nakes a
m stake, then | might be liable. That's what
t hey' re concerned about.

What to do if the preceptor is not
avai |l abl e, the physician has died or whatever? Wo

will now sign? What if the preceptor sinply refuses
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to sign because of personality issues?

| think this is a rather -- we're down
into the noise level now, but it's still issues that
peopl e are raising.

Questions. As | thought about this,
then | cane up with questions that | think that the
staff may want to consider for guidance space. One
is there's a lot of confusion about who the
preceptor either is or may be and how nany
preceptors we nmight need: an authorized medical
physi ci st who has passed the boards, and he did the
bul k of training, or let's say a radiati on oncol ogy
physician did the bulk of the training at University
Medi cal School X, but he had to go to University Y
to get the ganma knife training and University Z to
get the HDR training.

Does he need three preceptor statenents?
Per haps he does, but | think guidance needs to
specify that so that it's very clear to individuals
who the expectations are and in order to keep up
with new users. If we get a new HDR, is the vendor
the preceptor? The vendor who installs it and
trains the staff in the use of the device, is that
t he preceptor?

Those | think have to be clarified for
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i ndi vi dual s.

There's also a | ot of confusion about
the preceptor relative to 3557, the grandfathering
par agraph. Someone who nobves, an RSO who noves, a
nucl ear cardiol ogi st noves. His or her nane was on
the old license. That should be adequate to qualify
themfor the new |icense, but under the old |Iicense
it didn't need a preceptor. Does he now need one?

In my opinion, no, because he is already
qualified, but there is some confusion out there
about that. So that's another question that m ght
need to be addressed in guidance space.

Define requirenments for individuals to
becone reauthorized if they left their practice nore
t han seven years ago. Do they need a new preceptor
statenent? |If they never had one in the first
place, like if | were to leave, if | were to becone
RSO at a |l and grant coll ege and ei ght years from now
decided to go back to nedical, | guess | would need
a preceptor statenment from somebody or have to get
retraining or what?

| mean, there's some confusion about
what exactly woul d be required for an individual,
and one of the comrenters is, in fact, in that

position. He was an RSO for 20 years. He's now
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gone into nedical physics. |If he wants to go back
to becone an RSO -- and that was about ten years ago
that he went into nmedical physics, what woul d he
have to do to becone the RSO?

He's board certified. So he would
qualify with respect to that, but he doesn't have a
preceptor statenment, and his training is now 30
years old, the training for RSO. He has certainly
kept up to date, and he has kept his board
certification up to date, but what about the
preceptor?

Define options for individuals who
cannot get a preceptor statement, especially people
i ke people whose training is a nunber of years old,
whose original training is a nunber of years old,
and now they want to go back into a specialty. A
radi ol ogi st, for instance, who practiced nucl ear
nmedi cine left and went into radiol ogy and now wants
to conme back into nuclear nedicine. He's board
certified, but he doesn't have the preceptor
statenent, and his training, the preceptor is no
| onger at the institution where he trained. How
will that work?

So there are a nunber of issues I|ike

that. |1've given a few exanpl es.
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And then relative to the preceptor, we
haven't really tal ked about this. | don't knowif
the staff has tal ked about this. Wat are we
expecting that preceptor statement to be or to say?
Is this sinple a letter that Dr. Cerqueira wites,
the sane letter he wites on behalf of the fell ows
who go to take the board and you'll get 1,001
different varieties of letters, or is this going to
be an institutionalized formthat basically says
what you want it to say and the physician or
preceptor signs that fornf

| personally would vote for sonething
that's institutionalized so that we all are playing
t he sane ganme, but that's a question, | think, that
needs to be thought about and perhaps addressed in
gui dance space.

And then relative to the issue about
|l ogs as well, what are we expecting? | don't know
if the NRC has thought about doing this, but if you
wanted to go check up on a preceptor, what would you
expect that preceptor to be able to produce to
denonstrate that the individual had conpleted the
program had conpleted the training?

So if we need to provide sone sort of

| ogs, at l|east define what that is. Define what we
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want that person to be able to produce.

| gave a few exanpl es here which
basically don't review anything new, but for
i nstance, an RSO who | eft under disagreeable
circunstances, wants to cone back, wants to now get
back into radiation safety, he's board certifi ed,
but he needs a preceptor, and that's probably going
to have to cone fromhis previous supervisor, and
hi s previous supervisor is not going to signit, is
sinply not going to.

What can you do? Some ot her exanples
like that. The death of a preceptor, | nean, what
can we do in that circunstances?

| don't think anybody wants to be so
unreasonabl e or so prescriptive that that person
can't get authorized. |It's just a matter of what
needs to be said, put in guidance space, and what
t hat individual can do to get a preceptor statement.

Now, | only focused on the issue of the
preceptor statenent, and maybe the initial
di scussion should just be around that. There may be
ot her questions relative to the whole training and
education issue that we want to vent here as well.

CHAI RMVAN CERQUEI RA:  Thanks for the good

sunmary.
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Now, Leon, you wanted to nmake a coment ?

DR. MALMUD: Yes. Under your summary,
Dr. Vetter, which is splendidly presented, you
i ndicate that the ACMJl recomendati on was for the
elimnation of the requirenent of the preceptor
st at enent .

DR VETTER For the boards.

DR MALMUD: Correct, as a condition, to
condition the boards.

When we pass the boards, when each of us
pass the boards, we have denonstrated that we have
been exposed to a body of know edge and that we
under stand that body of know edge at that tine. The
day after board certification, the assunption is
that we are qualified to performin our specialty.

It may be that that is not so. For
example, I'Il take my own area. W may have
finished conplete training in nuclear nedicine with
t herapy, with exposure to all of the isotopes then
in use, at an institution which has no PET inmagi ng
capability, and yet the next day take a job in an
institution which has a PET facility in which we've
had no experi ence.

That's just the way a body of know edge

expands beyond the point of what which we have
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| earned when we trained, and nost of us that have
been in nedicine for a while recogni ze that nost of
what we do today we didn't even | earn when we were
intraining. So it is correct to assunme that a
certification sinply certifies exposure to a body of
know edge which was then current at that time, and
that we as individuals who have been certified, that
is, who have received board certification, have that
body of know edge fromthat tinme.

The requirenent for a preceptor
statenent suggests, it inplies and we infer, that
the preceptor will have indicated sonme degree of
conpetence. Well, the preceptor really did that or
does that currently when signing off for the trainee
to sit for the boards.

So it's probably best if we elimnate
the requirenent for a preceptor statenent in toto
and not get too prescriptive. Wat our concern is
is radiation safety. W are the NRC. W're not the
Anerican Board of whatever, and the question is:
does the individual have the conpetence to handl e
radi ati on of whatever type he or she is handling or
supervising at that tinme?

| don't see how a preceptor statenent

covers that even currently, and therefore would
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suggest that we recomrend that the preceptor
statenent not be a part of the certification if the
i ndi vidual is board certified.

Now, there then cones the issue of the
alternative pathway, the alternate pathway. There,
again, one would have to find alternative ways of
i dentifying conpetence, and those already exi st and
will exist into the future.

| f we becone too prescriptive, we are
going to create problens. W wll create unintended
consequences which will cone back to haunt the NRC
and us as each individual case requires a review |
suggest that we not be that specific.

DR VETTER My | respond?

CHAI RVAN CERQUEI RA:  Yeah, go ahead.

DR VETTER That's exactly the position
that we took and presented to the Conm ssioners and
the NRC took that on our behalf. The Conm ssi oner
said, "W don't care. W want a preceptor

statenent," period, and they directed the staff to
i npl ement that.

DR. MALMUD: And it may be that this is
where we say board certification does not require a

preceptor statenent, and we do not support the NRC

and do not recommend that the NRC continue with this
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policy of requiring a preceptor statenent.

| trained in 1973. AmI| to get a
preceptor statenment from 1973 as if it had any
application in 20037

DR. VETTER. Well, you don't need one,
of course, because you will qualify under the
gr andf at her cl ause.

(Laughter.)

DR. MALMUD: Let's nmake it 1993.

DR VETTER No, anyone who is currently
an aut horized user will not require preceptor
statenment unless they | eave the profession for nore
t han seven years and cone back. Then, as |
understand the current rule, they would need a
preceptor statenment and that's where some of the
i ssues, pragmatic issues like, you know, how would
t hey obtain one.

CHAl RVAN CERQUEI RA:  And | think your
suggestion if we can't deal with it in the rule, can
we deal with it in a guidance docunent and sone way
to accommodat e t hose people, and |I think Lynne did
an excellent job of summarizing what we told the
Conmi ssioners on multiple occasions, and the answer
has come back no.

You know, so the committee has two
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choices. Either, you know, nake sone
reconmendations as Dr. Vetter has suggested to put
it into guidance space in sone way, which doesn't
gi ve any guarantees, or you know, if you want to
take a firmstance and give the nessage to the
Conmi ssi oners again, despite their recommendati on
that the conmttee still advises that this not be
i ncl uded.

DR VETTER  Just one nore coment and
then 1'Il be quiet.

DR. MALMJD: Excuse ne.

DR. VETTER. You will have 75 days for
you and all of your colleagues to make that point.

DR. MALMUD: The other way to deal with
it is to redefine what a preceptor is, and that is
the way toward conprom se, and that is for us to say
fine. We will acquiesce to the NRC s strong
reconmendation that a preceptor statenent be
required and that a preceptor may be any of the
follow ng individuals: the current radiation safety
officer at the institution at which the applicant is
appl ying may give a short RSO course in three or
four days, certify the person that's now able to
handl e radi onucl i des or radioisotopes to the degree

that individual is required to do so in his or her
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particul ar subspecialty, specialty or practice.

The second one is that it may be the
i ndi vidual who trained the applicant. It may be
soneone who has had contact with the applicant.

Make up a list of individuals, any of
whom we woul d accept honestly as having the
qualifications to certify that the individual who
was seeking approval is adequate to the job. That
way we have not cone in conflict with the need to
have a, quote, preceptor, but have redefined the
preceptor in terns which are acceptable both to the
NRC | eadershi p and to oursel ves.

Is that a fair conproni se?

CHAI RVAN CERQUEI RA: | think maybe,
Charlie or Patricia, if you could comment on whet her
t he Commi ssioners would find, you know, whether
that's sonething that woul d be acceptabl e.

DR MLLER | think that the Conm ssion
got, as you articulated two shots at this from you
and | think that in the last round the staff went
out of its way to make sure that the Comm ssion
heard ACMJI i ssues.

As Dr. Vetter pointed out, at this point
intime, they don't want to budget fromthe

position. However, they did conprom se sone,
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think, with regard to separating it fromthe board
certification, and | think ny reading of it is at
this point in time that's as far as they're to go.

There coul d possibly be a third avenue,
whi ch woul d take nore tine, and that would be go
t hrough the public comment period, develop the final
rule. |If the public comments cone back very strong
in this area, that would be included in the fina
package that went to the Commi ssion for their
deli berations. |If they continued to want to
conti nue to make the sanme stance that they have, the
next best thing that the staff has done over tine is
go out and gather information over a period of tine
after inplenmentation to see if it really does or
does not nmake a difference and if the rule needs to
be nodifi ed.

We're tal king about probably at |east a
few years, and that's not a short termthing.

| don't see the Comm ssion, quite
honestly, changing their viewon this. | think they
clearly understand it, and | think they're
entrenched in their position, and, Roger, they're
unified, right? W didn't get dissenting votes on
this, did we?

DR. BROSEUS: That's true. No.
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DR MLLER At least with the three

Commi ssioners that are currently standing.

DR MALMUD: OFten when well neaning
peopl e take a very strong position, there is still
an opportunity for conprom se.

DR M LLER  Yes.

DR MALMUD: And in this case it would
be have they defined the term"preceptor."”

DR M LLER  Yes.

DR MALMUD: They have. Wat's the
wording for the term"preceptor"? Oten when you
see a | egal docunent you'll see definitions of each
term What is the termfor "preceptor"?

DR. BROSEUS: The term "preceptor"” is
actually defined in 35.2. | don't have the current
rule with ne.

DR. MLLER What does it say, Roger?

DR. BROSEUS: |'mreading fromthe rule.
"Preceptor means an individual who provides or
directs the training and experience required for an
i ndi vi dual to becone an authorized user, an
aut hori zed medi cal physicist, an authorized nucl ear
pharnmaci st, or a radiation safety officer.”

Now, | m ght add that during the working

group's deliberations, we | ooked closely at this and
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al so at what the Comm ssion said with regard to
preceptor statenents, and they said, "Don't change
t he wording."

And so you read in 190, for exanple,
that the person who may serve as a preceptor is an
RSO, et cetera, and so it would take rewiting of
the rule under the direction of the Conm ssion to
really change the total definition of a preceptor

CHAI RVAN CERQUEI RA:  Leon.

DR. MALMUD: The definition that you
read before you nmade your conment is a definition
which allows for enornous flexibility in the
definition of a preceptor. It does not say that
that was the individual who had originally trained
and certified the applicant.

DR. BROSEUS: That's why | added the
qualifier, and that is that it says in the rule now
and we were instructed to retain the current wording
in the preceptor statenents, and so it really
effectively further defines for a particular type of
use or for RSO or ANP or AMP who may sign, who nay
certify, and that's witten into the rule.

CHAI RVAN CERQUEI RA:  But it doesn't
state that preceptor trained that individual. So

sonebody who qualifies as a preceptor who has the

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

120

appropriate training and recognition could sign a
letter for sonebody that they didn't necessarily
train if they were willing to. Wuld that --

DR. MALMUD: That's what | woul d say.

Roger, it seens to nme that if an
applicant comes to our institution and has the
necessary hours with RSO, that our RSO can play the
role of preceptor there in certifying that that
i ndi vi dual has now been exposed to the requisite
nunber of hours or has denonstrated conpetence in
the area in which he or she is applying to practice.

What | just said | do not believe is in
conflict with either of the two statenents that you
just quoted fromthe current regs., either the
definition of preceptor or the content of the
preceptor statenent.

DR. DI AMOND: The key is preceptor neans
an individual who provides or directs. W had all
been operating under the assunption that it was
going to use individual who directs the training,
but when you say who provides or directs, that does
not -- that does not denote that that person is the
same person that provided your training back five
years ago. It does not denote that the person that

provi ded your HDR training for this new device is
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t he sanme person as you may have received training
years ago.

That's the key, provides or directs. So
| think that the flexibility that you want is
actually in here.

DR. NAG Can you read the next one?

DR DIAMOND: I'Ill read it again.
Preceptor neans an individual who provides or
directs the training and experience required for an
i ndi vidual to becone an authorized user, an AMP, an
aut hori zed nucl ear pharmaci st, or an RSO, who
provides and directs the training and experience.

CHAI RVAN CERQUEI RA:  So it does sound
like it gives us the | eeway.

Patricia, you were waiting.

DR. HOLAHAN: | would just like to build
on what Dr. Vetter said because currently the
Conmi ssion believes that the definition of preceptor
is as they've defined it, but if you corment on the
rule and you can comment and provide different
al ternatives, conprom ses, that would be included in
the final rule package, and the nore peopl e that
comment on the rule when it goes out is because
t hey' re not always influenced by nunber of comrents,

but nunber of, you know, significant comments.
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CHAI RVAN CERQUEI RA:  Al'l right, but we

have one nmenber of the audi ence who has been waiting
patiently for a while.

MR WHI TE: Actually | have been
listening to al nost everything that | had intended
to say.

CHAI RVAN CERQUEI RA:  Can you introduce
your sel f?

MR VWHTE: I'msorry. I'mJerry Wite.
| " mchair of the Professional Council from AAPM
al t hough I' m speaking for myself and not AAPM

Wien we | ook for wisdomin regards
regul ations, the first thing we always do is reach

for the Federal Register, and | think the | anguage

is clear in nost of the training paragraphs here,
that the preceptor needs to testify, describe the
| evel of competency that the person has achieved,
and not necessarily that they have done particul ar
training steps. |It's the level of the conpetency
that the actual regulation wants the preceptor to
speak to.

And | agree with what has been said that
there seens to be a di sconnect between the
definition of preceptor, at least in the case of the

board certified individual and what the actual
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regul ati on asks the preceptor to do.

And there's clearly two different
preceptor requirenents, one for people who are on
the board certification path and one for those who
are not, and | think that it's appropriate that
there be two separate definitions for preceptor as
wel | .

And in the case of the board certified
i ndi vidual, the preceptor m ght be any authorized
user or RSO who is famliar or willing to attest
t hat the individual has achieved this |evel of
conpetency that the regulation asks for. That's
what the regulation seens to want. [It's comon in
medi cine for other individuals to attest to the
conmpetency of their peers and the staff
credentialing process and things like that, and
there's a lot of parallels in nedicine already for
this that I think we could draw upon as a basis for
t hi s deci sion.

CHAI RMAN CERQUEI RA: They are very good
conment s.

Leon.

DR MALMUD: | think that that which I
think is inmportant for us to remenber is that the

Conmmi ssion for its own reasons wants those
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definitions. |Its goal is the same as this ACMI's
goal is, which is to assure the public safety and
the training and conpetence to the degree possible
of those who provide the service.

What we nust do is find a nmeans of
sati sfying the Comm ssion's requirenment, which is
that we use the termor that we have the term

"preceptor,” and to define the preceptor in a way
whi ch is acceptable to the Comm ssion and which is
practical for those who will have been trained or
have al ready been trai ned.

And it seenms to nme that the flexibility
exists within the definition of the term"preceptor”
and within the other definitions that have been
quoted today fromthe existing docunentation, and |
think that we have a flexibility to achi eve our goa
wi t hout there appearing to be any conflict in the
public eye between what the Conm ssion wants and
what this committee wants to achi eve.

DR. DI AMOND: Leon, | think that just
with alittle bit of creativity, all four exanples
that Richard outlined could be satisfied by that
| anguage.

CHAI RVAN CERQUEI RA: Do we have counsel

here? Because they always have a different tw st on
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this now.

(Laughter.)

M5. CHI DAKEL: Counsel is here, and |
t hink you're raising sone very --

CHAI RVAN CERQUEI RA:  Can you go to the
m crophone for the recording? Thank you.

Because | think you gather the sense
that the conmttee feels that the way that it's
witten it would allow us to, as Dr. Malnud said, to
achi eve the Comm ssion's request as well as nake it
doabl e and practical from our perspective.

M5. CHI DAKEL: My name is Susan
Chi dakel, and I"'mattorney for the Ofice of General
Counsel with the Nucl ear Regulatory Comm ssion. [|'m
al so a nenber of the Working G oup, this rul emaking.

And | think you' ve raised sone
interesting issues. | don't think that we have
actual ly discussed the definition of preceptor
itself other than as it is in the rule, and correct
me if I'"mwong, Roger. W have focused on the
definition within the rule. Wat the Comm ssion
initially instructed us to do in the first SRM was
that the preceptor statement nust remain as witten

| don't read that saying that the

preceptor definition nust remain as witten because
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we never really reached that issue with what we sent
up to the Conm ssion

So | think that, you know, you're
rai sing an interesting point. Can | give you an
answer off the top of ny head? O course not. You
know, | understand the nature of the problem
Again, | don't think that it's sonething that we
really focused on. Correct ne if you disagree,
Roger .

At this point, | think my advice would
be as has been al so advi sed by ot her people here
that | think these are enconpassi ng the coment
period on the proposed rule. W're pretty much
there with regard to, you know, noticing the

proposed rule in the Federal Register notice, and |

guess that's, you know -- if you wanted an inmedi ate
answer, | can't give you one. You know, | certainly
can tell you it would require us going to the
Conmi ssi on and sayi ng, you know, what exactly did
you nean? \Wat exactly are the bounds of not
changing the definition of a preceptor because it's
somet hi ng that we have not raised, and you di sagree
with ne.

DR. MALMUD: No. |[|'m shaking ny head

back and forth, but I'min full agreenent with you
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| don't think we should go to the Conm ssion and ask
for nore definition. What we should say to the
Commi ssion is we agree with the wi sdom of your
recommendati on and we agree that the existing
definition of a preceptor as it appears in the

Federal Reqgi ster or the docunentation is nore than

adequate to cover your concerns and ours.

M5. CHI DAKEL: And also |let nme add now
wi thin each section, within each section of the
proposed rule, of course, we have specified who is a
preceptor. | mean, when |'m saying definition of a
preceptor, |I'mtal king about the definition in the
definition section, and | presune that's what you're
tal ki ng about .

DR. MALMJUD: That's what | believe was -

M5. CHI DAKEL: Because the position of
who can be a preceptor, which type of person can be
a preceptor, of course, is specified wthin in the
rule as well. So I just want to make sure we're
tal king on the sane wave | ength.

CHAl RVAN CERQUEI RA:  But | guess telling
"don't ask, don't tell"” could --

(Laughter.)

CHAl RVAN CERQUEI RA:  -- coul d hel p.
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M5. CHI DAKEL: | didn't say that. You

di d.

CHAl RVAN CERQUEI RA:  Coul d hel p, but at
the sane tinme | think some of us would like a little
bit nore assurance that our interpretation is going
to be the interpretation that's going to be used
once this gets inplenmented, and whether this is in
the rule or in the regs. in some way woul d be
i mportant to figure out howto clarify, codify, nake
certain that our interpretation that this preceptor
has to be soneone who would attest to the conpetency
of the individual or the training of the individual,
but doesn't necessarily have to be the one who
physically was involved in the original --

M5. CHI DAKEL: Let ne just nake one
statenment, and of course, what you're saying is the
way it is worded in the rule. There is nothing in
the rule at this point that says the preceptor nust
be the person who did the training.

And, Roger, please take over.

CHAI RVAN CERQUEI RA:  Roger, and then
Jeff wants to make a conment.

DR. BROSEUS: | want to offer my comment
as a constructive coment and ny personal view and

sort of a reflection of what |'ve heard over the
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| ast, oh, say, year or two, and a little bit of what
| hear and the way | hear it is that the sane
argunments that were nmade to the Conmm ssion sonme tine
ago are resurfacing, and that is who may serve as a
pr ecept or.

And at one tinme there was an argunent
that it's okay if it was a person who directs the
training program and that didn't fly, and so there
have been, | think, actually a | ot of discussion of
this point in different clothes, and we are at the
poi nt now that the Conm ssion has said, "Keep a
preceptor statenent and don't change the wording,"
but it has not said --

M5. CHI DAKEL: O the preceptor
stat enent, Roger.

DR BROSEUS: Wl l, and for ne it
extends to the definition which is sort of inherent
in the whole thing, not that the Comm ssion
specifically tal ked about the words in 35.2, but |
consci ously and some working group nenbers thought
about what is the definition and does it need to be
changed in light of the direction that we have
received in the SRMs and so on, and we didn't change
t hem

And so ny observation is that, again, a
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per sonal comment and observation, that thought be
given very closely to are the argunents that are
com ng up now the sane ones in different --

M5. CHI DAKEL: Let ne pl ease nake sure
understand that they are not the same argunents
because | understand what you're saying, and though
| haven't been involved in the whole process as
| ong as Roger, of course, | know what the issues as
| understood themwere, and |'m seeing you raise a
di fferent issue.

As | understand the issue you're raising
now, and please correct ne if I'mwong, is does the
person who is the preceptor have to be the exact
i ndi vidual who did the training, and that you're
seei ng a di sconnect between the definition of the
preceptor and the rule, and that your feeling is
that it doesn't have to be the exact person as |ong
as this person can certify to the conpetency.

DR. BROSEUS: Correct, according to --

M5. CHI DAKEL: And that's why | think
the issue that's being raised, Roger, if that's a
correct interpretation, is not the sanme thing that
you are raising that you' re concerned about.

So, frankly, I think thisis alittle

bit of a newtw st, and --
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CHAI RVAN CERQUEI RA:  But it's a tw st

that could get us out of a dilemra which | think
woul d neet everybody's needs, but | would like a
little bit nore assurance that our interpretation is
the way it's going to be inplenented.

Davi d?

DR. DI AMOND: According to the
definitions, 35.2, that | just read, to me it is
very, very clear about what it is saying and what it
is not saying, and what it does not say is that that
i ndividual is the one that was the |ead individua
in conducting that person's training. It does not
say that, and that's what we've been trying to get
around.

So unless there's sonme ot her body in the
regul ati ons that we have not identified that speaks

to the contrary, that definition would neet our

concerns.
M5. CHI DAKEL: | am not aware of

anything in the rule, and correct ne -- hang on.

There are other people here -- that specifically

says that the individual who did the training nust
be the individual that nust be the preceptor.
Roger, would you di sagree with that statenent?

DR, BROSEUS: [I'msorry. | didn't hear
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what you sai d.

M5. CHI DAKEL: My point is | don't think
that there's anything in the rule, and | |ooked to
Roger, and | also look to Ron Zelac who is a Wirking
G oup menber al so and certainly has had nore
experience with the history of this thing, too, than
| have; | don't see anything in the rule that
specifically says that the preceptor nust be the
person who did the training of that individual
That's the only statenent |I'm making and that's ny
only conment.

W1l the Conm ssion buy your
interpretation? | can't speak for the Comm ssion,
and at this point we don't have anything in the rule
one way or the other that defines that the preceptor
nmust be the sane person that trained that
i ndi vi dual

CHAI RVAN CERQUEI RA:  Well, we agree with
counsel on this, and | guess, you know, Charlie and
Patricia and Tom how do we basically codify,
solidify, or make certain that our interpretation is
what the Conmm ssioners nmeant when they wote that?

DR. HOLAHAN: Basically providing
coments on the rule.

M5. CHI DAKEL: | agree with that. |
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agree with that conpletely. Like | said, this rule

is going to be published in the Federal Reqgister.

It's a proposed rule, as has been said before, and
you wi Il have the opportunity as the nenbers of the
public have the opportunity to comment on the
proposed rule before it becones a regul ation, before
it becones finalized.

DR, WLLIAVMSON: | would Iike to, you
know, propose we take that one step further, not
just wait until coments are being made in the

Federal Register, but | think as perhaps another

col | aborative activity between the appropriate ACMJ
menbers and staff. Evaluate the possibility of
bei ng able to, you know, accommopbdate the current
radi ati on nedicine staffing nodel and credentialing
nodel , you know, basically under the assunption that
the current preceptor definition decoupled from
board certification recognition is going to remain
in place.

| think it would be nmuch better to |earn
whet her they are going to be injurious consequences
or legal difficulties in pulling this off sooner
rather than later. | guess | nmean this as a
supported comment to foll ow our Chairman's

suggestion that we need sone nore assurance.

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

134

| think we need to understand whet her
this can be worked out in gui dance base sooner
rather than |l ater.

CHAI RVAN CERQUEI RA:  Leon.

DR. MALMUD: May | suggest that perhaps
t hat m ght be achieved in the follow ng fashion with
as little conflict and as nmuch agreenent as
possible? And that is for the ACMJ to quote from
35.2 verbatimthe definition of a preceptor and
indicate that we are fully supportive of the
exi sting definition of a preceptor and hope that the
existing definition of a preceptor as it appears in
35.2 remains acceptable to the Comm ssion.

CHAI RVAN CERQUEI RA: Wiy don't you meke
a notion to that regard?

MS. CHI DAKEL: Excuse ne a second.
Bef ore you make a notion, | just want to enphasize
as of right now the definition of preceptor in 35.2
has not been changed.

DR. MALMUD: | know. | know that.

M5. CHIDAKEL: So | don't quite
understand what it is that you' re proposing.

DR. MALMUD: W are trying to reaffirm
by sinply quoting the existing 35.2 that we are

supportive of it and don't wish it to change, but
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we're not putting a negative spinonit. W're
putting a positive spin and saying that this

commttee fully supports the current definition of

35.2 for preceptor and hopes that it will remain as
such.

DR WLLIAMSON: | don't think that's
appropriate or necessary. | really think we should

address the issue of consistency of the existing
definition and what we think is going to be the

probabl e formof the regulation and the current

staffing practices.

And then | think a conbination of what
we |learn in that process of working with the staff
to determ ne whether realistic guidance can, in
fact, be devel oped within these |egal confines, plus
the comments, unfavorable comments, we m ght get
fromthe public. W would be in a nuch stronger
position if we conme back to the Conm ssion and say,
"We told you so," and don't go on record
contradicting our earlier advise.

So, no, | don't think it's appropriate
either for us to launch a frontal attack on 35.2 or
a ringing endorsenent of it at this point. | think
we just need to do sone craftsman-1ike work and

figure out whether we can live with this or not.
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CHAI RVAN CERQUEI RA:  Di ck, how do you

want to go forward with this now? You're |eading
t he di scussi on.

(Laughter.)

DR VETTER | agree that in ny opinion
the best way to attack this issue is to comment
during the 75-day coment period. You know, we can
make notions or whatever here, and that can be
supportive as well, but the public comrents from us
as individuals and even if we wanted to nmake a
public, you know, comment collectively on the
proposed regulation is sonmething that the staff wll
take -- | mean, they have to assimlate that into
their deliberations, and | think that's the nost
meani ngful thing that we can do.

MR, LIETG So naybe we coul d nove
forward. W have until Decenber 8th to get comments
to Dick who will then --

PARTI Cl PANT: No, that's on a different
i Ssue.

DR VETTER That's for the process.

MR LIETG The process. GCkay. You've
got to get sonebody fromthat side of the table if
you want ot her comments col |l ect ed.

CHAI RVAN CERQUEI RA:  Yeah.
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DR. MLLER  The 75-day coment period

hasn't started yet.

M5. CHI DAKEL: Ri ght.

DR MLLER It won't start until the
proposed rule is published.

CHAl RVAN CERQUEI RA:  Right, right.

Ral ph and then --

MR. LIETG Just a quick question on
process in ternms of the conment period, and | don't
know if you're going to be willing to answer this,
but would a -- during the conment period, would a
statenent or suggestions fromthe Advisory Comittee
as a whol e be weighted nore heavily than the
i ndi vi dual conments from the individual menbers?

DR HOLAHAN: Well, | can't answer if it
woul d be wei ghted nore heavily, but | think if you
recall on Part 35 when it went up, we had an ACMJ
comment section specifically in the rule, and |
think it would be worthwhile to get coments as a
conmttee to put in the final rule as it goes up.

MR LIETG Al right. That's fair.

DR. MLLER But by getting a letter
fromthe commttee, which Dr. Cerqueira signed with
regard to the proposed rule going up, | nean, that

was in my view very instrunmental in getting the
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Conmi ssion to at |east soften their position to, you
know, decouple the preceptor fromthe board
certification. So | thought that progress was made
in that regard.

DR HOLAHAN: And even so, we'd have to
anal yze each of the comments fromthe ACMJ in the
final rule in addition to a letter.

DR. MLLER And whether they're your
conments or other public comments as part of the
final rul emaki ng, those comments have to be
di spositioned and articulated in the final
rul emaki ng package that goes up to show how t he
comments were di spositioned.

If I could make anot her comment, and
it's just sonmething that popped into ny mnd, in
listening to Dr. Vetter's discussion and his sumary
of a variety of things related to the information he
collected, and |I thought there was some good i nput,
one of the things that the staff has done in the
past, we were tal king about gui dance and how t o best
get the guidance out. One of the things that the
staff has done in the past on some rul enaki ngs and
what conmes particularly to mind to ne is when we
promul gated a change to Part 20, was we devel oped a

docunent of Qs and As which was a NUREG | believe,
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and that's what kept triggering in ny mnd as you
went through this, D ck, because there's a |ot of
guestions in there that you could get answers to in
a A format that would give guidance to everyone
out in the industry and the users as to howto

i npl emrent certain aspects, and it was a |iving
docunment whereby as nore questions conme up and nore
answers cone up, there's an ability to include them
in there.

DR. HOLAHAN. And that's al ready
included with Part 35 because there are @ and As on
the Wb site. So --

DR MLLER Right. W would have to
continue to build on that, and we could get them on
the Wb site, and then there would be information
out there with regard to inplenentation

And | think it could also include
information with regard to how to inplenent the
preceptor statenent.

CHAI RMAN CERQUEI RA: That's a very good
i dea.

DR MLLER So | do think that there's
a way to do this.

CHAI RVAN CERQUEI RA:  Ri ght.

DR HOLAHAN: And keep in mind that you
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can comment on the rule, and | encourage you to
conment on the rule as a comm ttee or individually
or however you want to, but also keep in mnd that
you get to see again the final rule when it goes out
to the Conm ssion, before it goes to the Comm ssion.

DR MLLER W would use you. | nean,
when we get the comments back and disposition them
we woul d use you to help us frane --

DR HOLAHAN: The answer.

DR MLLER -- what should -- we would
like to get your input on what the final rule should
| ook like given all of the public input.

CHAI RVAN CERQUEI RA: Right. So | think
the action is obviously we as individuals and the
societies that, you know, we interact with should
certainly send comrents in. Now, would the letter
fromthe conmttee, again, as a comment on the final
rul e be hel pful rather than the individual?

DR HOLAHAN:  Yes.

CHAI RVAN CERQUEI RA:  You know, during
t he coment peri od.

DR. HOLAHAN:. Yeah, yeah, | think so as
a comment.

M5. McBURNEY: Wth our formal comments

as the commttee as a whol e.
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DR. HOLAHAN. And we anal yze each of the

comments that you put in there as a public coment
on the rule, and we can put a section in the final
rule that goes up to the Comm ssion, the ACMJ
coments |ike was done in 535.

CHAl RVAN CERQUEI RA:  Ckay, yeah. Al
right. | think we've hit this now Jeff had sone
other -- he had quite a few comments and questions
related to this. Maybe we should nove on to --

DR. WLLIAVSON: Well, I wll yield to
Dr. Dianond who | think will introduce the main
poi nt that we wanted to nake.

CHAI RVAN CERQUEI RA:  Ckay.

DR DIAMOND: In sunmary, |'moptimstic
t hat we have sol ved one ness today, and
unfortunately have to tell you that Dr. WIIlianson
and | think that we have identified an even bigger
ness.

| * m hol di ng SECY 03- 145, which is the
proposed rule, and within this in Section 35.390, we
are concerned that the current |anguage as it has
been rewitten may prevent authorized users fromthe
radi ati on oncol ogy point of viewto be able to
del i ver unseal ed byproduct nmaterial for which a

witten directive is required, and it needs a little
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bit of background.

Back in the spring of 2002 under Dick's
| eadership, we went and we wote a | ot of these
regul ations. | can assure you since | was the one
witing these regulations at |east at --

DR. NAG Before you go further, can you
tell us what you're referring to so we can all
foll ow?

DR DIAMOND: Well, this is the second
menor andum 03- 0145 that you all got a copy. |It's
dat ed August 21st, 2003.

CHAI RVAN CERQUEIRA: | don't think it's
in the records here.

DR NAG Onh, I'msorry.

CHAI RVAN CERQUEI RA:  It's sonething that
was sent out.

DR DIAMOND: | brought this with ne.
This is the proposed rule for training and
experi ence.

But to come back to it, back in the
spring of 2002 under Dick's |eadership -- page 16 --
under Dick's --

DR. W LLI AVMSON: Whet her you | ook at
Attachnent 1 or 2.

DR DI AMOND: Yeah, it depends on which
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attachnment you're | ooking at.

But under Dick's | eadership we went and
we wote these regulations and in 35.390, which is
unseal ed byproduct material for which a witten
directive is required, it was our intention, and we
made it clear in our version that both nuclear
medi ci ne physicians and radi ati on oncol ogi sts woul d
be able to deliver these materials because there's a
t remendous crossover in uses and so forth.

Subsequently, at our |ast neeting, as we
all learned, the staff extensively rewote those
regulations, and it was inpossible for us sitting
here to go and identify the differences between what
t he wor ki ng group had devel oped and those
recommendati ons because it was not a red |line copy.

In this SECY statenent, there's been a
maj or change that we did not recognize, and that is
as part of the training and experience, it includes
three years of residency training and 700 hours of
trai ning and experience as described in Paragraph
B(1).

That itself is fine, and then when you
go down and you |l ook at B(1l), it's asterisked, and
nmy assunption heretofore was that the asterisked

section referred to our original draft docunent that
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was | et under Dick's supervision, but in fact, it
refers back to that Paragraph B(1l) as printed in the

Federal Register notice, which is very, very

different.

And to cut to the chase, it specifies
that the 700 hours are specified to training and
experience in basic radionuclide handling techniques
applicable to the nmedi cal use of unseal ed byproduct
material for which a witten directive is required.

The bottomline is these regs., these
proposed regs. were changed. None of us picked up
on the change because we had no red |line copy. Then
when we were reviewing it, we thought that the
asterisked area, neaning that the unchanged portion
was referring to the working group draft and not to
this draft, and as it's witten, no radiation
oncol ogy resident comng out of training is going to
be able to deliver a lot of the isotopes that we
currently deliver in practice.

That's the background.

DR WLLIAMSON: Can | followwth a
couple more coments?

Ckay. You k now, what is the issue?
Radi ati on oncol ogi sts have traditionally been

recogni zed by virtue of board certification as being

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

145

able to adm nister radi opharmaceutical therapy to
cancer patients, and it is done. It varies from
|l ocale to | ocal e as to whether nucl ear nedicine
physician does it or radiation oncol ogi st does it,
but radiation oncologists do it a lot.

Now, the way this regulation is witten,
which is in conplete contradiction to the
recommendati ons of our subcommttee and the
reconmendat i ons made during the July 22nd or July
17th, 2002 neeting, it now says, "Successfully
conplete a m nimum of three years of residency
training in a radiation oncol ogy or nucl ear nedicine
training programor programin related specialty
that includes 700 hours of training and experience
as described in Paragraph B(1l) of this section.

And | will read you sone of the things
that are in here, you know. It has the classroom
and | aboratory training. | don't think that
necessarily is an issue.

A mgjor issue and a central
reconmendati on of our subcommttee was that this
shoul d not be, but it says that B(1l) includes
"adm ni stering dosages of radioactive drugs to
patients or human research subjects involving a

m ni mum of three cases in each of the follow ng four
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categories,” which you know wel | .
So this is included as essentially a --
for ABR certification and radiation oncol ogy to be
recogni zed, the ABR nust require that the radiation
oncol ogy residency include this 700 hours of
training and the 12 cases of --

M5. McBURNEY: Radi ophar maceuti cal .

DR. WLLI AMSON: -- radi opharnaceutica
experi ence.

DR DI AMOND: But the 700 hours has to
be specified to the radionuclide handling of --

M5. McBURNEY: O unseal ed, yeah

DR. DIAMOND: -- or 700 hours was a nore

generic 700 hours and covered a whole spectrum of

trai ni ng.

DR. WLLIAVSON: That's correct, yeah.
And so what will happen is that automatically now
radi ati on oncology will now be excluded fromthis
as a credential. The ACMJl recommendati ons once

made this nore general and put the 12 cases of
experience as an additional requirenment that bound
both the alternative pathway candi dates and the
board certification candi dates.

So that the reconmendation of the ACMU

was be board certified by a board that conmplies with
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training and experience distributed this way or
alternative pathway requirenments and 12 cases of
experience distributed according to Paragraph B(1).

So this is a major problem | think, you
know, if this goes through. This is really going to
hurt patients, | think, because we certainly don't
wi sh to exclude our nucl ear nedicine coll eagues from
this, but radiation oncologists, | think, have a | ot
to offer patients in this context in ternms of being
able to provi de conprehensive cancer care and
integrate these drugs, you know, with other forns of
i oni zing radi ati on therapy.

And | think it certainly does the
community no good to exclude this sector fromthe
practice of radi opharmaceutical therapy.

CHAl RVAN CERQUEI RA:  Dr. Vetter.

DR. VETTER. Well, in fact, today I
think you'll find across the country that in some
hospital s radi ati on oncol ogi sts adm ni ster these
radi ophar maceuticals, and in other hospitals nuclear
physi ci ans admi nister them You know, it depends on
how t he practice is organized in the hospital.

CHAI RVAN CERQUEI RA:  So how coul d we
change this?

MR LIETG Well, | think the first
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thing we need is -- that's why | think it gets to

t he request before about having sort of the red
lines or strike out what's old and what's new as
afar as the proposed rul e goes because | think

unl ess we see that, it's really going to be --
because we're working with basically three versions
of the rule. Okay? Wat was published in the

Federal Register, what we proposed to the

Conmi ssion, and then what the final, you know,
machi nation is that's going to go to the Federa
Regi st er .

And | really don't know, you know,
what's goi ng on.

DR HOLAHAN: Well, we can certainly get
you the red line strikeout version of what you
propose versus what's actually in the rule. But to
solve the problem | don't mean to keep falling on
it, but conment on the rule because we want to get
the rule out, and if we wait, we'll have to go back
to the Conm ssion again to ask for it sounds like a
signi ficant change, and that will delay the rule.

So comment on the rule.

CHAl RVAN CERQUEI RA:  Right, but we can't
tell whether this was intentional fromthe

Conmmi ssioners in ternms of these changes. Was this
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just sort of an oversight, is what it sounds like it
was in the way it was --

DR. HOLAHAN: Wwell, we'll develop --
correct me if I'mwong, Roger, but do you have a
red line fromwhat the ACMJ proposed to what the
final rule actually is?

DR BROSEUS: W had a red line
strikeout version that was presented to ACMJ in
May, but there have been changes to that.

DR HOLAHAN: Okay. Wuld it take
significant effort to develop that? Could it be
done by the end of Decenber?

DR. BROSEUS: Yeah, w can get that eon.

DR HOLAHAN: Ckay. By the end of
Decenber then.

DR WLLIAMSON: M perception is that
this is not a change that if were nmade between -- |
think it's hopeless, I'msure, to make it before

this hits the Federal Register -- but this does not

sound like it is in direct conflict with anything
t he Commi ssioners said in their various SRVMs on this
matter.

So | think if a strong case is made for
it, perhaps when the final rule is sent up to them

it could include this, but | think you really need
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to be aware that this is, you know, a major, major
probl em for the radiation oncol ogy conmunity.

CHAI RVAN CERQUEI RA:  Rut h.

M5. McBURNEY: Just a process question.
Wuld this be -- if this conment were to be accepted
and the change made in the final rule, would that
constitute a substantive change or would it be m nor
enough that it could be done w thout re-proposing?

DR HOLAHAN: Onh, it could be done
wi t hout re-proposi ng.

M5. McBURNEY: Right, because | know
when we make a substantive change during a coment
period on a proposed rule, we have to repropose, but
|"'mnot thinking that this is a substantive enough
change that it would have to be reproposed.

CHAI RVAN CERQUEI RA: It doesn't sound
like it, although no one is making --

MR UFFELMAN:  Just --

CHAl RVAN CERQUEI RA: M. Uffel man?

MR. UFFELMAN: Just to add again to the
pot, Bill Uffelman from Soci ety of Nucl ear Medi cine.

You may recall we had a |ong discussion
t his past sunmer over m crospheres which becane
t hose seal ed sources defined as being | ess than 100

m crons, | believe, and one of the things that we
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got hung up on was 390, was unseal ed sources and 490
as seal ed sources.

And maybe if you were fixing 390 to
resolve their difficulty, it ought not to say --
well, it could say unseal ed sources and seal ed
sources |l ess than 100 mcrons, and that takes care
of both problens for people. | think everybody sat
at this table and agreed people were adequately
trai ned on both sides of the street to acconplish
t he adm ni stration of those kinds of materials.

And it kind of screws up the NRC s
| ovel y unseal ed sources/seal ed sources, but these
things that fall in the mddle fall there anyway,
and we either need a new section dealing with seal ed
sources less than 100 microns or cured all at one
time.

CHAl RVAN CERQUEI RA:  Well, | think if
the SNM woul d certainly nmake the appropriate
conments to that, it sounds |like that would be the
nost | ogical place, the nost expedi ent way.

One | ast comment from Jeff, and then |
t hi nk we shoul d take the break.

DR WLLIAMSON: Can | nmake sone
comment s about deficiencies in the |anguage for

radi ati on safety officer, or my view?
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CHAI RVAN CERQUEI RA:  Ckay. It's

i mportant.

DR WLLIAMSON: Okay. | found it very
difficult toread this with the asterisks in place.
| do not understand, first of all, why you can't
provide us with copies that have a conplete text so
that at |east we only have to hop between two
docunments instead of three sets of docunents.

Anyway, | spent the afternoon on this in
the version two or Appendix 2 version of the RSO

My reading of it, because of the way "ands" and

ors" seemto be scranbled is it |ooks |like the sole
requirement to be a radiation safety officer is --
the way this is witten literally -- is to have a
preceptor statenent.

So | think there's sone issues with
grammati cal organi zation. There are sonme others

with the nmedical one, too, that | hope soneone will

really take a critical read through this and maybe,

you know, consider whether the "ands" and "ors
reflect your intent and hopefully the intent of our
recomrendati ons to you.

But, you know, subject to the

difficulties of reading this, | think there's sone

serious problens just in the grammar of the RSO
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regul ation. Hopefully you will fix that and find
t hat uncontroversial, although I think it m ght
requi re rearrangi ng paragraphs to get the grammar
right so that your intent conmes through that the
preceptor statement isn't the sole requirenent or
isn't the requirenment for just sonme forns of RSO
but is a common requirenent for all RSGCs regardl ess
of their flavor and whether they conme through the
alternative or board certification pathway. That
definitely is not there.

Anot her - -

CHAI RVAN CERQUEI RA:  But who woul d be
doing that, Roger? |Is that your group or --

DR BROSEUS: Just |let ne comment on
that since you naned ne. One of the charges to the
wor ki ng group as we're finishing off the proposed

rule is to nmake sure that the presence of "ands" and

ors," et cetera makes it so that the preceptor
statenent is required for both pathways, the
certification pathway as well as the alternative;
that the requirenment for a preceptor statement is
not a condition of board recognition, et cetera.
One of the dilemmas that we had in the

wor ki ng group, especially when you get into the 390,

is if we start rearranging things, the nunbering and
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SO on gets to be a pretty nonunental task and so we
elected to try to keep the existing structure,
feeling that would be nore understandabl e.

So hopefully the issue that Jeff has
identified has been cured when we publish the
proposed rul e.

CHAI RVAN CERQUEI RA:  But is there any
way that we could assure that, you know, to have
maybe, if Jeff spent his time read it, is there sone
way he could take a |l ook to see if those changes had
been nade to feed back to you?

DR WLLIAVMSON: |If they can show ne
when | can efficiently read, I will be happy to do
it, but not full of --

DR BROSEUS: W don't have the
efficiently one that you were tal ki ng about, and
we're at the stage now of getting ready to publish,
and so we need to have the comments cone in during
t he public comment period.

DR HOLAHAN: And the reason the
asteri sks always refer back to the rule that was
publ i shed, the rule that you provided wasn't
actually published as a rule. So the asterisks
refer back to that original rule that was published.

DR. W LLI AMSON: | understand that, but
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it is very confusing, and I think just sort of if
you want people not to nake m stakes in
interpretation, I'd suggest you get rid of the
asterisks and put the conplete text in so that
soneone can sit down and efficiently read this
wi t hout having to have a stack of docunents beside
themto cross-reference all the tinme. |It's very
difficult

DR. HOLAHAN: -- check with the APA and

t he Federal Reqi ster because the Federal Reqister

wants to Iimt the pages, and we'd have to check
with our office adm nistration.

DR WLLIAVMSON: Well, you m ght make
avail abl e then an ancillary docunent for people to
review that's nore efficient.

CHAI RVAN CERQUEI RA: Wl |, on the Wb
site, is that possible?

M5. CHI DAKEL: Excuse nme a second. |f |
could make a conment on that, |'mvery synpathetic
to what you' re saying, believe ne, because we as a
wor ki ng group have struggled with with this, too,
trying to nmake sure, and you say sonethi ng about
checking the grammar. Let me tell you |I can speak
for nyself, and | think Roger will vouch for nme. |

go over this with a fine toothed conb, and | slap
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Roger on the wist every single tine |I think that
he's nade a m stake as far as grammar. | think he
knows that |'m tough.

So | give you ny word that |, you know -
- this is nothing new This is sonmething that we
have all paid a ot of attention to.

| think one of the reasons that this is
causing a problemis because as it's set out in the
format of when you publish a proposed rule, it says
the NRC i s proposing to adopt the follow ng
amendnents to 10 CFR, Part 35.

And therefore, when we then publish the
text, what we are putting in print is just what the
amended portions of the rule are going to be. So |
think that's where the confusion cones in, but
that's because of the way that it is being published

in the Federal Register, that we are highlighting

what it is that we are anendi ng, and everything that
you see there is sonething new, something that we
have changed.

The asterisks, as was said, refer back
to what was in the rule and will remain in the rule.
So | hope that, you know, helps a little bit.

DR WLLIAMSON: My strong

recommendation is that you find a clever way to get
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this information across in a | ess anbitious way
because this, you know, isn't helpful. These are
very technical issues.

DR. DI AMOND: A clean copy woul d be very
much appreciated. You can spend hours and hours on
this with a couple different docunents in front of
you and still not be able to figure out the way it's
done right now, which I've done.

DR, WLLIAMSON: So it wouldn't hurt you
to get a secretary and put it all together in one
copy so someone could read it in, you know, a norma
sort of reading skills.

CHAI RVAN CERQUEI RA:  Patricia, is that a
possibility for the conmttee to get a -- Roger, is
t hat ?

DR HOLAHAN: We'll look into it.

DR. BROSEUS: |If my boss says do it,
we'll do it, yeah.

CHAI RVAN CERQUEI RA:  Ckay. \Wen will
that go out approxi mately?

DR. BROSEUS: You're asking two
di fferent questions. \Where does it go?

CHAI RVAN CERQUEI RA: It should go to the
conmittee.

DR. BROSEUS: Right now we were talking
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about doi ng sonething by the end of Decenber that
has a red line strike-out.
DR HOLAHAN: Right, for the commttee.
CHAI RVAN CERQUEI RA:  For the committee.
DR. WLLIAVMSON: Yeah. [1'd like to make
one nore coment about the radiation safety officer
T&E, and this has to do with the provision, you
know, that allows, you know, as | understand there
are basically three pathways for sonmeone to be an
RSO. One is the board certification route, which
woul d be American Board of Health Physics or
Ameri can Board of Medical Physics in nedical
radi ati on protection.
The second is the alternative pathway.
And the third is to be an authorized
per sonage of sone ot her kind.
| am concerned that, you know, if | read
this | anguage sonme very qualified people are |eft
out of the third pathway. You know, for exanple,
someone who is certified by the American Board of
Radiology in | think it's called nedical nuclear
physics, a nucl ear nedici ne physicist or somebody
that is certified by ABR in diagnostic X-ray physics
may in a small |icensee be the nost conpetent and

qualified person to serve as an RSO of that
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operation and may, indeed, have, you know, the
experience, can denonstrate sonme experience with the
specific applications.

But what it says here is that person's
board approval counts for nothing because nowhere --
you know, authorized nedi cal physicist basically
covers only brachyt herapy and 35. 600 applications.
So there's sort of no place in the regulatory space
where these other certifications are nentioned, and
"1l read you the |anguage.

"I's an authorized user, authorized
nmedi cal physicist or authorized nucl ear pharnmaci st
identified on the |licensee's |icense, or a nedica
physi ci st who has been certified by a specialty
board whose certification has been recogni zed by the
Conmi ssion or an agreenent state under 35-51(a).

Well, there's no | aw requiring nuclear
medi cine certification in physics or diagnostic X-
ray physics being recogni zed by anybody. So this
isn'"t going to help, and | think this is not good
that this group of individuals has not been, you
know, recognized in the rule and that their
certification can't count.

CHAI RVAN CERQUEI RA:  But shoul dn't they

be able to neet the criteria by training and
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experi ence?

DR VETTER Yeah, they could neet it by
training and experience. | assunme they would. The
point is that they're just making is that the board
isn"t recognized. However in option one, is that
t he one for boards?

DR. WLLI AMSON:  Yeah.

DR. VETTER. Those boards can apply for
recognition.

M5. McBURNEY: They can apply.

M5. McBURNEY: ABS&M |' m sure woul d
apply. They would clearly qualify, and others may
apply as well.

CHAl RVAN CERQUEI RA:  Yeah, it gives them
t he opti on.

| think we should take a break here
before we get too far behind on schedul e.

| personally would |ike to thank Jeff
and David for all of the work they've done in going
over all of the details in this, and again, for the
staff, this is not to be critical. This is to try
to be hel pful because this is very conplicated, and
we' ve had so many versions, and when it finally
comes out sonetines, you kind of lose track of the

"ands" or the "ors" and all the other issues.
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And so | think if you can get a copy out
to the conmttee, you can see that people are
spending time on this, and will give you the
appropri ate feedback that will get the rule right
this time.

So I'd like to thank again Jeff and
Davi d.

W'l neet in ten mnutes at 3:20 so
that we don't get too far behind.

(Wher eupon, the foregoing matter went

off the record at 3:10 and went back on

the record at 3:24 p.m)

CHAI RVAN CERQUEI RA:  All right. If the
commttee could take their seats, we're ready to go
on to the next agenda item

And the next itemis the Novoste
i ntravascul ar brachyt herapy event analysis, and this
was material that was sent out to the conmttee, and
Jeff has done sonme work in this area before and had
actually had a presentation that he put together
before. So we thought this would be a good starting
point to address the issue.

Jeff.

DR, WLLI AMSON: Okay. Well, | think

that as everybody on the conmttee got the many
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pages of material fromthe FDA event database as
wel | as the nuclear materials event database, and
|"msure that the technical and rather inconplete
nature of it was apparent to everybody.

So | thought it would be useful to go
over a few of the fundanental features of this
Novoste system so that we could put these events in
some perspective.

And | think, you know, what | --
although it's longer, | don't think what | have to
say in the end is substantively different from what
Dr. Dianond and Dr. Nag said in their statenents.

Well, in any case, there are actually
two Novoste systens that are currently on the
market. There's the original beta-cath system
whi ch was introduced, the first systemintroduced in
1998, and their new beta-rail systemintroduced in
t he year 2002.

Maybe what 1'Il do is junp to a picture
of the systemand then I'lIl junp back to that slide
and highlight the differences.

Both systens basically anmount to a
hydraulically propelled systemthat gets Strontium
90 sources froma protected encl osure through a

double or triple lumen catheter into the end of the
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catheter which is positioned in the artery of the
heart to be treated.

The way this systemworks is there is a
syringe that is filled with water. Wen one wants
to eject the sources, there's a switch here which
controls the direction of water flow. \Water pushes
on the seats, pushes them out through this gate,

t hrough the tube, into this |ocation.

When the treatnment is over and the
operator wants to retract the sources, one noves
this |l ever on the side of the device over here.
This reverses the flow of water so that water runs
t hrough the other |unmen and pushes starting with the
di stal source, pushes it back into the renote after-
| oadi ng devi ce.

Sone of the terns wused in these
docunents are the gate. The gate is essentially a
little sliding door that closes off, prevents
pellets frombeing ejected fromthis chanber, you
know, essentially separates the sources fromthe
catheter part so that the catheter then can be
safely disconnected. So that is what that is.

The chanber where the sources are kept
is equi pped with a view ng wi ndow nmade of thick

glass and it's backlit so that actually the operator
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can physically see the sources when they are in the
chanber.

There is also a little light, indicator
[ ight that goes on when the sources are properly
retract ed.

The water, this is not a closed circuit
system There is not circulating water in the
system Water is supplied by this syringe. It goes
back out the other lumen and into a little
coll ection bag, which is attached to the device.

So this shows what the source train is
like. The source train in the older beta-cath
system consi sts of discrete seeds that are
approximately two millinmeters long. These seeds are
not radi ographically visible on fluoroscopy, but the
di stal nost seed and the proxi mal nbst seed are both
gold markers, and these are visible. So what one
woul d see when this is in place is just these two
gol d markers woul d show up radi ographically.

You know, let me junp back to the
previous slide.

Ckay. So | don't knowif there are
guestions from anybody about that basic description.

There are two versions of the system

The original beta-cath consists of, has 12 or 16
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Strontium 90 pellets. It has a five French, or 1.6
mllineter OD triple |umen catheter system You
know, it is still marketed.

The third lumen inside the catheter is
actually used for a guide wre.

The beta-rail system and you know, ny
experience is only with the early one, was
i ntroduced evidently in [ate 2002. It has a nunber
of engineering inprovenents that appear to address
at | east some types of the incidents that were
referred to. You know, its major features are that
it is a much smaller dianmeter catheter, 3.5 French
or 1.1 mllimeter OD, and I'll go through sone of
the changes a little bit later.

So | think there are sone differences
bet ween this system and nost of the other renote
after | oader type systens that we are famliar with
using in radiation oncology. W're nost famliar, |
think, with the cable driven source. This would be
a type of systemin which the source is welded to a
physi cal cable, and basically that cable pushes the
source out fromthe shielded safe into the treatnent
posi tion.

In this kind of a situation, there

actually is automated machi ne feedback as to where
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the source is, for the nucleotron systemor the
Virion high dose rate renote after-I|oadi ng systens.
For exampl e, they both nmeasure the length of wire
that is reeled out of the device. So the machine
has i ndependent confirmation where the source is.

Sone of those systens have the ability
to sense resistance and can tell when the source is
at the end of the catheter. This is not so with the
Novoste system So | think this is a major reason
why we have so many incidents.

The operator mnust maintain positive
pressure on the syringe at all tinmes fromthe tine
the source train | eaves the gate in the hand-held
device until the sources are safely retracted into
t he chanber and the gate cl osed.

| f one does not maintain this pressure,
the sources will begin to drift and nove through the
tube under the influence of gravity. For the ol der
five French device, the original beta-cath, the
sources and markers can separate. There's nothing
hol ding themtogether as a source train other than
the pressure of water.

One other difference, | think, that is
i nportant between a hydraulicly driven system and a

wire driven systemis that the outer dianeter of the
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source nust be approximately equal to the inner

di aneter of the catheter. QOherwi se there's the
possibility of turbulent flow around the edge of the
source and the source will, you know, not
necessarily follow the flow of the water.

Wth a wire driven device, one has a
little nore flexibility, and there can be nore
tolerance. What this nmeans, | think, is that the
nmobility in the hydraulically driven systemis going
to be inherently nore sensitive to little kinks and
depressions in the catheter. So, you know, a |ot of

caution has to be taken.

Al right. | know there are many
t echni cal ways of analyzing events. |, you know,
just state -- | shouldn't call this mne, but it is

the way | personally think about these events in ny
own clinical practice. So | thought I would
descri be these concepts. So there are really three
sorts of concepts | want to get across in this
l[ittle diagram

One is the dose delivery error. Mbst of
the events, you know, are not necessarily
m sbehaviors of the system but there is some event
whi ch has health and safety inplications for either

the patient or the public. So it could be |oss of a
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source, loss of control of a source, or could be
treating the wong area in the patient or not giving
the right dose to the patient.

So this is really, you know, the basis
of having to report it as an event. Sone kind of an
error in dose delivery or accounting of the sources
was made. So that's what | call the delivery error
just generically.

Then | identify, | guess, what | call a
primary cause and a secondary cause. A prinmary
cause is sonme kind of device failure or initial
operator that w thout detection and intervention
would lead to a dose error with high probability.

So | call that a primary cause. That could be all
of the water |eaked out and, therefore, the operator
| ost control of the source.

A secondary cause is omtting a QA check
that had it been properly executed woul d have
detected and reversed the consequences of a prinmary
event. So this is kind of the flow di agram of what
can happen.

We have a primary device failure or an
initial operator error. |If no -- thelineis
m ssing here for some reason -- we would go straight

to the box, mnor or no dose delivery error. Ckay.
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That would be the sort of normal operation. There
is neither a primary causative event nor a secondary
causative event.

kay. The other possibility is that we
have sonme kind of primary event, yes. kay. The
secondary qual ity assurance or safety check is
perfornmed and detects the event. |In that event,
yes, we go back to the m nor or no dose delivery
error box. In the case that this check was omtted,
we have sone serious or significant, reportable, or
what ever you want to call it does delivery error or
| oss of control of the source. So | think that al
of these events in ny mnd can be classified with
respect to these three paraneters: the nature of
t he dose delivery error or the incident; the nature
of the primary cause; and the nature of the
secondary cause.

And the basic thenme is that if you have
a primary event, but properly followit with the
appropriate QA check, you know, the treatnment can
nore or | ess be safely given, but if you don't do
that, then you're at the nercy f these primary
events, which for this system because of the way
it's designed, you know, | think has a higher

background i nci dence of primary events.
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So what were the major types of primary
causes. Based on reading all of this, I'msure
there are other ways we could classify them but |
classified thusly. So one basic classification is
failure of the sources to reach the treatnent
posi tion.

Vel |, what could be the two primary
causes of this? One is |oss of positive pressure.
As | nmentioned, if you don't continually keep
appl yi ng sone pressure on that syringe, one wl|l
| ose control of the sources within the closed
catheter system | don't nean |ose control in the
sense of losing themor dropping themon the floor,
but you won't be able to mani pulate or control their
| ocation in the catheter system

So there are a lot of underlying causes
for this. Some of themare user errors. Sone of
themare failures of the devices, which you know if
you read this, a typical user error is funbling
around with a second syringe and not getting it in
there in tinme if you run out of water in the first
syringe. Wiy nmight you run out of water with the
first syringe? Well, there's a history of sone of
the seals on the device |leaking. There's a tendency

to push to nmuch positive pressure so that you use
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the water nore quickly than you need to.

There is a history of seals |eaking, as
| mentioned, and even parts of the system
fragnenting and plugging up the plunbing. So here
is an exanple courtesy of ny Dr. Zu Fang Li at
Washi ngton University, show ng how an O ring got
def ormed and caused the systemto | eak excessively,
whi ch you know j eopardi zed the user's control of the
sources within the catheter system

And at | east one of the other incidents,
some screw evidently cane | oose inside and pl ugged
up the system and prevented routine operation of the
devi ce.

Anot her maj or category of events in ny
m nd was the catheter kinking; then if that happens
after the source is out, it makes it difficult to
retract the sources. |If it happens before the
sources get in treatnment position, you can't get
themin treatnment position.

So early in the experience with the
first generation of the system tightening the
Touhy-Bourst valve too tightly was a conmon pat hway
of failure in the, say, period 1998 through 2001.
And the Touhy-Bourst valve is an interface. It's a

val ve on the guiding catheter, the bigger guiding

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

172

catheter that's put in through the patient's fenora
artery and into the heart before one uses the
system

Then after that guiding catheter is put
in, one puts this little valve, the Touhy- Bour st
val ve, on the end of this to keep the blood from
back-fl owi ng out, and what one has to do is unl oosen
that and put the treatnent catheter in and then
after it's in place, tighten it enough so that bl ood
doesn't squirt out all over the place, but not so
tightly that it crushes the catheter

And so getting that right and figuring
out how to use the protector sheath that was
eventual |y introduced, you know, that's one
mechani sm

It appears that the beta-rail 3.5 French
catheter -- | don't have direct experience with this
-- but it is at least initially, its first
generation was quite sensitive to damage during the
unpacki ng or perhaps even in the insertion process.
So it would tend to kink, and some of the nost
serious and potentially harnful nedical events that
were reported had to do with this being kinked ei ght
or ten centineters proximal to the target region

that one wanted to treat and injecting the sources.
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They stop at the kink, and the user
didn't recognize this and gave the whol e treat nent
to the incorrect segnent of vessel. So underlying
causes for this sort of thing m ght be Touhy- Bour st
val ve i nadequacy either, you know, in terns of its
basi c design for this purpose or lack of skill on
the part of the operator, excessively fragile
catheters, or handling that's not gentle enough on
the part of the user.

| think these are all underlying causes,
you know, m ght be underlying causes for the various
events. It's very hard to tell fromthe short, one
par agraph descriptions that we got.

kay. So here are sone other prinmary
causes. Source retraction failure. Again, | think
the two causes of this would be positive pressure
| oss again after the sources have been delivered to
the correct l|location. Another is kinking, sone sort
of kinking that occurs after the sources have been
delivered, but before they have been retracted.

There were a couple of incidents of
incorrect treatnment calculation. This seened to be
only two out of the approxinmately 50 or 60 that were
reviewed. One of them according to the FDA report

had to do with a ten percent error in the
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calibration on the part of the vendor.

Anot her had to do with a user error,
failing to set the target time properly in the stop
wat ch, | think.

There is a third kind of event that |
mentioned, which is the | oss of source train
integrity. This is where the seeds drift apart, and
this, again, can be due to either positive pressure
| oss or kinking of the tube.

So now what are sone of the secondary
and primary causes? kay. So |'ve gone over the
primary causes. So let's consider, you know, sone
of the events. So one class of dose delivery events
was | arge dose to the wong site, as | nentioned.

So different conbinations of primary and secondary
events that could give rise to this would be kinking
foll owed by inadequate fluoro | ocalization

And what do | nean by "fluoro
| ocalization"? Well, on the treatnent catheter in
the first generation of equipnent, they were
equi pped with little gold bands which mark
essentially the distal and proxinmal boundaries of
what you want to treat. So when one inserts this
treatnent catheter into the patient, you know, you

don't see this mddle stuff at all. Al you see are
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t hose two gol d bands, and so obviously it is the
cardi ol ogi st and radi ati on oncologist's job to make
sure that the treatnment segnment is straddled by

t hese two gol ds bands.

Then after that is properly positioned
and you see that on fluoroscopy, then you connect
the treatnent catheter and inject the sources. As |
nmenti oned, you cannot see the individual pellets.
You can only see the distal and proximl gold seeds.
So what you are | ooking at are these little two gold
bands on fluoroscopy, and what you're trying to do
is get the little two gold bands to straddle or
bracket the distal and proxi mal gold seeds.

So what you see on the fluoroscopy in
addition to the normal anatony and the contrast
material that's periodically injected is you see
these four netallic objects. You see the two gold
bands which are fixed to the catheter, and you see
the two gold seeds which mark the seed train, and
you have to keep watching that. And you know, the
little gold seeds can nove, indicating that the
source train has beconme mispositioned. That's a
key, a clue to the operator, you know, to give somne
nore pressure to get them back in place, and so

forth.
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So radi ographic verification would nean
clearly being able to observe that these four
indicators are properly lined up. Now, if the
cat heter had ki nked and the sources were stuck
somewhere proximal to the treatnent site, the
appropri ate secondary QA check would be doing this
radi ographi c visualization, realizing, oh, | only
see two gold bands, not the two gold seeds, and then
i medi ately retracting the system That would give
alittle bit of dose to some wong site, but not a
| ot.

kay. So the large dose to the wong
site is given by a conbination of kinking and
failing to execute this fluoro | ocalization test
properly or not interpreting it properly and quickly
retracting the system when this happens.

So on retraction the same sort of thing
can happen. Wen you're retracting the sources
after the treatnent, there could be kinking or
pressure |l oss. Either one of those could stop the
sources somewhere m dway between the treatnent site
and the hand hel d device, but there would be no
probl em as | ong as you executed a tinely energency
response.

So the appropriate QA or safety action

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

177

here is quickly detect that either kinking or
pressure | oss has occurred and the sources aren't
com ng back Iike you expect them and yank the system
out really fast so that you mninze dose to an
unprescribed site.

Anot her sort of event would be pressure
| oss or source drift leading to a separation of the
pellets. That would be the primary cause, but not
doing fluoro |l ocalization every 30 seconds as
recormended. You m ght not know that. |If you
wai ted until the end of the three mnutes, they
coul d have been separated for npst of the treatnent
time and you woul dn't know t hat.

But if you executed this very
appropriate QA test per the scheduled intervals, you
woul d have had an error anpunting to only 30 seconds
at worst. So that would add m ni mal consequence to
t he patient.

| guess the other category of bad things
is over or under dose to the treatnent site. That
coul d be caused by initial calculation or
calibration error. That would be the primary event
| eading to this under dose.

The secondary -- I'mhaving trouble with

this -- the secondary event |leading to this under or
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overdosage woul d be inadequate checks. So obviously
t he checks woul d have to be, you know, a carefu

i ndependent review of the treatnent time cal cul ation
before you start, and upon receiving the device
initially, doing appropriate calibration checks to
make sure that the vendor supplied calibration was
correct.

Anot her primary cause could be for an
over or under dose untinely traction due to, again,
our friends kinking or pressure |oss followed by or
conmbi ned with untinely energency response, that is,
failure of the user to pronptly detect and react to
t he occurrence of these two primary events.

So anyway, this is how!l look at it. So
| kind of see these things as an interplay between
t he properties of the device and the vigilance and
meti cul ousness with which the user applies this
device to treatnent.

Anot her is obviously |oss of source
control upon retraction. GCkay. Well, what can
happen? The FDA reports indicated there were a few
reported incidents where the indicator |ight that
i ndi cates green when the sources are properly
retracted sonetines didn't always detect that the

sources had started drifting back out the tube, and
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this is because of the way this little chanber is
desi gned.

The detector is designed to detect the
distal seed. Then it goes green, but if fromthe
time you retract the source train, depending on how
you orient the device and you don't keep positive
pressure on it, it's possible that the source train
could drift like this and the detector m ght detect
t he proxi mal seed, neaning that some or all of the
seeds are out still in the catheter, and then if you
shut the little gate and then disconnect the
catheter fromthe device, well, guess what. You
have seeds all over the place.

So here the failure is -- of the device
is indicator |ight says okay, but yet there is
source drift. That's the primary event.

The secondary event is failing to keep
t he positive pressure on and visually | ook through
the little window and nake sure that you can see
the two gold nmarkers before you close that little
gat e.

So the proper response would be if you
didn't see everything, not to separate the catheter
fromthe device, but put the thing into the bail -out

box until it can be exam ned nore carefully.
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Simlar sort of scenario for sources
jamming in the gate. | think obviously various
device failures could lead to that event, but either
t he user should carry out these two secondary
checks | ooking at the indicator |ight and | ooking
through the little window to see that the sources
are there, being aware that this is a possible error
pat hway.

DR MLLER Can | ask a question?

DR WLLI AMSON:  Sure.

DR MLLER This is for nmy own
education. Jeff, so your gold seeds give you your
i ndication that you've either delivered the seeds to
the right spot or had fully retracked if you can get
t he indication fromboth ends.

DR. WLLI AMSON:  Yeah.

DR MLLER Is there any opportunity,
gi ven the design of this device, for an expansion of
the catheter in such a way on the dianeter such that
the gold seed and the source seed woul d exchange
position or is that inpractical?

DR WLLIAMSON: | don't think that
coul d happen.

DR M LLER  No?

DR DI AMOND: Yeah, none of the reports
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i ndicated that, and | have not heard that. | did
consult several colleagues in the preparation of
this.

They actually have in the new system
i mproved the design. They have actually taken and
made the source train into an integral hole so that
it actually can't drift apart. So they've
el i m nated several mechanisns of failure in their
current generation device.

Can | finish or --

DR WLLIAMSON: Do you want nme to
finish or do you want to?

CHAI RVAN CERQUEI RA:  Way don't you
finish and then we'll conme back, yeah?

DR. WLLIAMSON: Yeah, 1'Il quickly go
through this. So what would | think the ideal QA
program woul d be?

Wll, it's very simlar to what |
recomrended in, you know, one of the first
i nformation notices that, you know, | was unwlling
participant in, so to speak, while |I was a physici st
at Washi ngton University.

We had one of the early Touhy-Bour st
val ve m sadm nistrations, and as a result we had a

maj or investigation both on our part at Washi ngton
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University and the U S. NRC, and this was the set of
recommendati ons we cane up with at the tinme for how
to handl e these.

So, you know, some obvious things that
we would do with all devices: verify the
calibration and | abeling of all sources; double
check treatnent tinme, et cetera.

More inportant, we had three types of
equi pnent checks that we recomended. First, before
inserting the catheter, treatnent catheter, into the
patient, do a test run of that very catheter with
the renote after |oading device that contains the
actual radioactive sources. That will test for
| eaki ng, a damaged cat heter, and mal functi oni ng of
t he catheter device interface.

After the catheter insertion, performa
test with dummy renote after |oader, wth dummy
seeds. That will allow you to see w thout
radi oactive sources whether you can |ocalize these
t hi ngs properly by fluoro and nmake sure that the
cat heter hasn't been damaged during the insertion
pr ocess.

So those were two tests. Cbviously
during treatnent, initial fluoroscopic |ocalization

is essential. It's just essential. It's not just a
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passive check. 1t's essential to the correct
operation of the device to nake sure the sources are
t here.

Verify the source positioning every 30
seconds. Insure positive pressure. Have an extra
syringe available. Use the Touhy-Bourst protector
sleeve if possible. During after-retraction --

DR. NAG Can you explain what you nmean
by the protector sleeve?

DR. WLLI AMSON: Wi ch one?

DR NAG Touhy-Bourst protector sleeve.

DR WLLI AMSON: Yeah. After maybe the
first couple of years of experience, just after the
devi ce got FDA approved, the conpany introduced a
sheath that was nmade of slightly nore rigid nateri al
that would actually -- you know, was about, 1 think,
ten centineters long or so. It would go around the
treatnent catheter, go inside this valve, and then
you woul d tighten the valve down on that, and this
is actually, I think, part of the |icensing guidance
that you have to use this unless there's sone
nmedi cal contraindi cation.

It has been sonmewhat controversial in
the comunity because it is nore difficult to keep

bl ood from squirting out.
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During an after-retraction, maintain
positive pressure until the gate is cl osed.
Visual ly count the sources before closing gate.
Don't disconnect the catheter if you think the
sources haven't returned. Survey w thin w ndow
instrument the proper instrunment for detecting beta

rays, you know, before you rel ease the operating

room
So | think the recent beta-rail has a --

| think this is inportant to recognize -- the recent

system has sone inprovenents. |t conmes now with a

dunmmy source train that's pre-inserted into the
catheter so that, you know, hopefully, you know,
when you insert this you can check radiographically.
Can you see those spots on the |ocalization dunmy?

It may even nake the catheter nore stiff
so that the possibility of kinks m ght be reduced.

As | nentioned, the Strontium 90 pellets
are now encapsul ated in sone kind of a steel spring
so that they can't retract.

My col | eagues report that the plunbing
is inproved. There's less of a propensity for this
systemto | eak, but there are, you know, still sone
remai ni ng primary causes, the possibility of

cat heter deformati on by the Touhy-Bourst val ve.
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The dummy source train prevents on-site
testing of the catheter or makes it certainly nore
difficult, and there's kind of a tradeoff there, and
you know, | guess it remains to be seen whether the
cat het er ki nki ng has been reduced.

| guess I'Il just junp to ny
conclusions. So ny conclusions are that because of
its design, the beta-cath has of the order of a
tenfold higher report rate. Well, this is an
observation, no "because." Beta-cath has a
historically tenfold higher reportable event rate,
about ten to the mnus three, judging fromthe
nunber of incidents in ny guesstimtes of how many
treatments have been carried out, and other
byproduct nodalities.

| believe this reflects a higher rate of
primary causes relative to other nodalities, such as
hi gh dose rate brachytherapy, placing nore
dependence on neticul ous execution of the secondary
QA checks by the user than other types of systens.

Most primary failures can be detected by
appropriate techni que, quality assurance, and
training. So | amnot saying as an individual, and
| don't think anyone else within our group of five

woul d say this system cannot be used safely.

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

186

It can, but | think this feature of it
has to be recogni zed, that the sort of background
rate of events that you have to respond to is likely
to be higher.

Regul ators have to realize successfu
managenment of primary failures will result in sone
small, clinically insignificant dose errors. There
are going to be, you know, a certain fraction of
treatments where these sources are going to be in
t he wong place for 30 seconds.

| think in the judgnent, again, of the
prof essional comunity, this is not a serious threat
to the patient. Treating the wong segnment to
somet hi ng near the therapeutic dose woul d be, but
this, you know, is going to be kind of a consequence
of successful managenent. So they shouldn't be
viewed in the same way as events caused by
unsuccessful nmanagenent.

| think the third bullet point is that
t here have been some design i nprovenents made to the
3.5 French system | don't really know how nuch
experience. | take it it has been fairly short,
| ess than a year maybe, and this may reduce the
primary failure rate significantly. | think we'll

have to wait and see.
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So to some extent the backlog of events,
you know, really may reflect an earlier, |ess robust
engi neeri ng design of the system and may not be
reflective of the current one.

So that's it.

CHAl RVAN CERQUEI RA:  Thank you very
much, Jeff.

You know, as part of this discussion,
the Anerican Col |l ege of Cardiol ogy was al so kind of
notified, and Dr. Al Raizner, who is an
i nterventional cardiologist is also here, and |
think we'd be happy to take questions or nake sone
conment s.

And | believe sone of the people from
the conpany itself are here as well.

A, do you have any coments you'd |ike

DR. RAIZNER Yes. Jeff did a great
job. | read through every one of the reported
probl ens, and he did a great job of categorizing
t hem

| would add a couple of coments that
really are not different than what he said, but one
is that for the cardiology conmunity, the

devel opnent of this 3.5 French catheter has been a
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great advance fromthe standpoint of safety to the
patient because it's a snaller catheter. It allows
getting to the smaller arteries.

It also allows flow around the
brachyt herapy catheters so that the patients
tolerate it, and there's |less ischema, |ess |oss of
bl ood flow during the therapy.

So the big picture has been that it has
been an inprovenent in safety to the patient from
t he cardi ol ogy standpoint.

| particularly liked his thought about
trying to do a sinulated dunmy run. The way this
systemis designed now, there is a dummy cat heter
i nside that you renopve when you position the
catheter. So you're not really testing the ability
of the source train to get to the site.

And if you | ook at the nunbers of these
failures, the overwhelmng majority was due to sone
tortuosity or Kkinking, where the source train cannot
get to the site adequately. So the dunmy system
that's there nowis not a conplete dumy run. It
partially solves that issue, but it really doesn't
sol ve that problem

It would be nice, and I don't know. |

hope Novoste is here or is aware of sone method of
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doi ng an actual dunmy run before the real
radi oactivity is given.

| al so want to enphasize that the
vascul ature in the vascul ar brachyt herapy dose
m sposi tions or dose errors | believe are benign
because they will be in arteries that are |arger
than the artery that you want to get the source to.
So the amount of actual radiation that's received by
an artery incorrectly or tissues around the artery
will be mnuscule and | believe probably benign.

The bottomline is that | think it's
very inportant that cardiology continue to have this
system available to it. One of the three systens
t hat was approved was al ready w thdrawn by the
conmpany because of econom c reasons. That |eaves
t wo.

This systemis very user friendly. W
woul d like to see sone inprovenents in sone of the
i ssues that Jeff brought up, but we still think that
the large picture is that it has been a very
i mportant advance to us and to the patients who
present a very bot hersone probl em of recurrent
narrowi ng within an artery.

Thank the committee for |istening

CHAI RVAN CERQUEI RA:  Thank you very
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nmuch.

Dr. Nag.

DR. NAG Yeah. Well, one coment and
one question. The comment is, you know, Jeff has
done a wonderful job. | would |ike to enphasize one
clinical thing, which is that when the catheter is
outside the body and it is basically in a straight
line, if there is a minuscule increase in friction
or resistance, you may be able to get by. Once you
are in your situation with what happens inside the
body and you have nultiple curves, then even the
slightest resistance will prevent a source from
getting through

If you have it in the end of a wire, you
may be able to push it through, but if you're just
having the force of hydraulics, it will not work.
So that was ny comment.

The question | have is the new catheter
design, the 3.5 French, it will be smaller and,
therefore, it will have that separation applied to
the small artery, but how does that design help to
overconme some of these friction problens, kinking
probl ens, increased resistance? In fact, in the
snmal |l er catheter, you may have nore resistance.

So I'"'mnot follow ng how the new

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

191

catheter design will help overcone sone of the
probl ens that we've had.

DR WLLIAMSON: M inpression is that
initself it doesn't. It actually makes the
problems worse. It seens fromthe reports it's nore
inherently fragile and subject to damage and
deformation, and plus, it affords the clinician the
opportunity, you know, as Dr. Raizner nentioned, to
get it into nore torturous, smaller arteries. So
that in itself increases the |ikelihood of an event.

Now, you know, as | understand, at
| east, you know, | talked to three physicists who
have had sonme current experience with the devi ce,
and you know, their anecdotal inpression is that
putting the dunmy tape, loading it or inserting it
into the patient with the dunmy cable in place to
sone extent protects it from kinking.

DR. NAG  Sure.

DR. WLLI AMSON: Ckay. But, you know,
that remains to be seen. | guess | think that it's
probably on bal ance sonething that's good for
patients to have this smaller catheter, but | would
strongly advise that some sort of realistic dumy
run be done to nmake sure there isn't a kink that

prevents the sources or sonething very close to the
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geonetry of the sources fromgoing into place.

That woul d, you know, maybe add a coupl e
of m nutes or maybe less to the cardiology, to the
procedure tine.

As | understand, a dunmy hand held
device, | think, can be made avail able by the
conmpany if it's requested, but it's not routinely
offered with the product when you buy it. It guess
it's an option that the user can have.

DR. NAG And ny question is if any of
t he Novoste representatives are here, they may be
able to help answer the design of the catheter. |Is
anybody here?

DR. SULEI MAN: Could | ask a question?
Are there other 3.5 catheters on the market or could
that be an underlying -- | nean obviously the
smal ler, the nmore difficulty.

And what's the dose? These are used for
restenosi s purposes? And what are the doses that
you normal ly deliver over what period of tine?

DR. WLLI AMSON:  Yeah.

MR. REED: I"'mCraig Reed. |'mthe
Director of Radiation Science and the Radiation
Safety O ficer for Novoste Corporation. W're in

Norcross, Georgia, and this is Adam Lowe, who is the
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Vice President of Quality Assurance.

And first of all, 1'd like to express ny
gratitude to Dr. WIlianson for such a spot on
(phonetic) assessnent. You know, there are sone
technical details on the presentation that we can
clarify for the old device design and the new device
desi gn and sone changes, but the general assessnent
of the user failures and the pathway to failure
anal ysis and the AYX is spot on, and those things
are addressed in the user's manual and they're
covered in training.

So you know, those things should be
poi nted out as inportant to the user, and we're
trying to do that.

DR. WLLIAVMSON: Not the in vivo dumy
run. That is not part of your current procedure.

At least I'"'mtold that.

MR REED: Are you tal king about for the
3.5 French systenf?

DR W LLI AMSON:  Yes.

MR. REED: The user manual does incl ude
and nmentions the existence of an inactive dunmy
train and kind of explains the design of that
catheter. The newer 3.5 French catheter is a

coaxial. There are two lumens; there are two tubes,
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and to your question, Dr. Nag, is how do you address
the interface issues with the smaller catheter. The
source train is smaller

DR NAG n.

MR REED: So in the original systemthe
source train diameter was .64 millinmeters. In the
new systemit's about .47 mllineters, and there's
also a coil that holds that train together with
respect to source drift, and we can tal k about sone
of those other issues, design changes and
i mprovenents in the new system

But with respect to the dumy run
question, the newer catheter has what we call an
| ST, an indicator of source train. Because that
catheter is smaller in diameter and it is, you know,
a smaller catheter in order to neet through the
needs that Dr. Raizner nentioned, on that wire there
are radi o peg markers. The furthest distal marker
on that wire is actually slightly larger in diameter
than the jacketed source train that's used in that
cat heter.

So upon retraction of that wire fromthe
catheter after it is positioned under fluoroscopy,
the user will be able to feel a bunmp or kink that's

created during positioning.
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Now, after positioning, the patient
noves, the heart noves, the catheters can pop out of
arteries. Those things can contribute to the
potential for a catheter to kink before a train is
delivered or after train is delivered.

So in a situation where it happens
before a train is delivered, as Dr. WIIlianson
points out, it's inportant, very inportant, that
vi sual i zation be confirmed under fluoro. It's
essential. |It's not suggested. |It's required.

And in the situations where the catheter
ki nks after the source train has arrived and the
treat ment has been delivered and the sources don't
return to the device pronptly as expected, then the
system -- a manual bail-out is initiated to renove
the entire system and that's how that is dealt
with.

So were there any specific questions
that | didn't touch on just then?

Ch, you asked about dosing, the dosing.
The systemwas used in clinical trials with a
prescri bed dose or reference dose of 18.4 Gay a
half a mllineter into the vessel wall. For the two
ranges of vessels that were studied, 2.7 to 3.35

mllimeters in dianeter and 3.35 to 4 mllinmeters in
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di ameter, that translated to reference doses of 18.4
Gay and 23 Gay at two mllinmeters.

So each certificate that comes with the
devi ce provides the dwell tines for those two doses
and the physician determ nes which dose is
appropri ate based on the vessel dianeter

CHAI RMAN CERQUEI RA:  |If | could just
make one comment, too, for those of you that aren't,
you know, cardiologists or nedically rel ated, |
nmean, you have to renenber that this catheter is
inserted into the groin, into the fenoral artery,
and then it is sort of advanced up into the heart
around the arch of the heart, and then you have to
position it in such a way that it goes into the
coronary arteries, and all of this novenent and
mani pul ati on i s being done at about a foot and a
half -- I"'msorry -- maybe two feet fromthe actua
heart.

And so you're twisting this and you're
goi ng through these vessels that by definition are
di seased and they're twisted. They have calciumin
themin sone areas, and you finally get out into an
area where you've put a stent to open up this
vessel, and over tinme this tissue has grown into it.

So you have to mani pul ate the catheter a
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great distance fromthe leg. It's a very thin
catheter. It has to go through very torturous
areas, and by definition you get kinking. There's
no way to avoid it.

| f you have a proximal vessel, it's a
fairly good size and easy to position, but as you go
to these vessels that are further in the coronary
arteries, they have to go greater distances.

There's nore tortuosity and the vessels get smaller,
and that adds to the conplexity fromthe
cardi ol ogi st's perspective of getting it to the
right position, leaving it there, and then pulling

t he cat heter back.

So you have to understand that context.
It's not Iike, you know, you have conplete control
over this and you' ve got these big vessels and
you're just putting it there or pulling it out.

DR. SULEI MAN: So what was the typica
dwel I time?

MR REED: The typical dwell tinme m ght
be three to four mnutes. The typical dose rate,
reference dose rate, is about .1 Gray per second at
two millineters

DR. WLLIAVBON: | would think though in

addition to visualizing what you call the |IST and
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what | call the dummy source train would be after
the retraction of the dummy source train to connect
up a hand held, renote after-|oading device with
dummy seeds in it, do a test run to nake sure you
can get the seeds in place, see them get them back,
t hen di sconnect the dummy source renote after-

| oader, and connect the radioactive, the Strontium
90 renote after-loader and do the treatnent, would
be, you know, a prudent step given the high rate of
historically at |east of what | call primary causes.

MR. REED: Well, 1'll have Adam Lowe
talk to the rate so that we can get that in
per specti ve.

VWhat m ght be prudent for radiation
oncol ogy isn't necessarily prudent for individual
cardiology. In order to connect the system to
position the catheter, then connect a dunmy system
and then di sconnect the dunmy system is going to
introduce a non-sterile fluid into the treatnent
area. So that adds an additional risk.

DR. DI AMOND: There's al so one ot her
concern. You know, sone of these patients, Jeff,
are unstable, and |I'mjust concerned that
occasionally you'll have a patient who you want to

get in and get that catheter out even if it's a 3.5
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French system as quickly as you can, and | would
assune there are situations that any additional
length of time that catheter is in there could have
an adverse effect.

| deal |y, of course, that extra step only
further reduces the |ikelihood of a serious event
fromoccurring, but | can certainly think of
occasi ons where you want to get out of the patient
as quickly as you can with that in the patient's
coronary system

MR REED: Exactly. |It's a bal anced
ri sk anal ysis between an additional dose or an under
dose versus a coronary event. Gkay? One being a
potential harm one being w thout question harm

So there's a balance in that risk
anal ysi s which we've done to arrive at this
particul ar devi ce design, and so we understand that
there may be situations which such advice woul d be
useful, and we've qualified and desi gned such a
device, but in practice, it's not necessarily
feasible or necessarily in the best interest of the
patient.

So, you know, we've tried to cone up
with the I ST solution, as well as continued

devel opnent on the catheter to nake it nore robust
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and resist kinking in areas that m ght be prone to
ki nki ng.

So I'mgoing to let Adamtalk to --

CHAI RVAN CERQUEI RA: | believe Dr. Nag
had a question.

DR. NAG Yeah, one question. The risk
woul d depend on the increased tine obviously. How
much tinme are you going to increase by adding a
dummy |ine?

Under half a minute, and | think the
increased risk will be mnor, whereas if you're
going to add two or three mnutes, then there's
obvi ously going to be a much bigger risk

MR. REED. It's a good point. The tine
you woul d add woul d be preparation and qualification
of the dumry device because it's still being used on
the patient. GCkay? So that device has to be
bagged, be taken into a sterile field. Syringes
have to be prepared. Fluid collection bags have to
be prepared. It adds -- it's nore than just the
time in the patient that contributes to the
patient's tinme on the table.

So it would be nore than just the tine
that the dummy train is in the patient. That's also

going to add fluoroscopy tinme for the patient. So
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all of those things add up to additional tinme and
exposure for the patient.

DR. WLLIAMSON: Well, now preparation
is going to add to the cost of the health care
provider. That can all be done in advance. The
patient doesn't have to be lying there while you do
that. That can be prepared in advance or
collaterally with sone of the other procedures, sone
of the other topics.

MR REED: Well, to address that
question, let nme address that. What you're
suggesting is that perhaps the nedical physicist and
oncol ogi st and the cardiol ogi st have all of this
time to do the prep when, in fact, our experience is
t hat the nedi cal physicist and oncol ogi st and
cardi ol ogi st are already pressed for all of the
ot her therapies that they currently deliver, and
it's already a challenge on the systemto get this
therapy to the patients, considering all of the
proximty issues and chal |l enges of conpeting
t her api es.

So it may seemsnall and increnental,
but what it really adds up to is a patient won't get
treat ed.

DR. NAG W do a dummy line on a
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different system not the Novoste system but we do
a dumy line on all of our intervascular, and it
t akes about 20 to 30 seconds extra to do that dummy
line, and we have no problemw th any increased tine
because that, you know, -- the whole treatnent is
still done w thin about three to four mnutes.

MR. REED: And that's, you know, the
feature of another system

CHAI RVAN CERQUEI RA:  And you're treating
vessel s that are nmuch larger in size.

DR NAG  No, no.

CHAI RVAN CERQUEI RA:  \Where are you
treating, in the renal s?

DR. NAG No, no, no. 1In the artery
vessels with the P-32 gui dance system

MR. REED. Can that systemget to all of
t he sanme places that this systemcan get to?

DR. NAG W do nobst of the dista

arteries, too. So | have never used -- | have never
gone to -- | nmean, | have seen the Novoste system
but | haven't personally used it, |ike how nuch

distally you can go further than the other systens.
MR REED: (O her questions that m ght be
asked is was the source on a wre.

DR. NAG Yes.
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MR REED: What kind of arteries can be

navi gated? What kind of turns can be navi gated?

So there are bal ances to all of those
variables, and |I'm not saying one is better than the
other. They each have their own particul ar use for
the particular teamthat's using them

DR. NAG Yeah, but what we're saying is
that a dummy |ine can be operated with m nim

extension of the time. That's the only thing I'm

trying to say. |I'mnot trying to conmpare your
systemw th other systens. |'mjust talking about
the increase in time in getting your dummy line. If

it's less than half a mnute, it's well worth the
time.

MR. REED:. Well, that mght be offset if
you had a different understanding of perhaps the
frequency of the rate of events perhaps.

MR. LOAE: You know, one thing that's
important to | ook at --

CHAI RVAN CERQUEI RA:  Tom had a question
her e.

Tom

MR. ESSIG It may be for either one of
you gent | enen.

| was just curious. WIIl the three and
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a half French system eventually replace the ol der?

MR. LOAE: The 3.5 French systemis
obsol eting the five French system

MR. ESSIG  Ckay.

MR LOWE: But both are currently
available at this present tine. Mybe one thing to
| ook at is the location of the kinks on the
catheter. As we have a conplaint handling system
and we do record the conplaints agai nst the product,
two thirds of the conplaints register for catheter
ki nking on the 3.5 French system are proxi mal, just
distal to the proprietary connecter where it
connects to the transfer device.

A much smal | er nunber have been reported
in the very distal region of the catheter where it's
actually at the treatnent site.

W' ve recently gai ned FDA approval for a
nodi fication to the design that adds an additiona
strain relief and a nore robust section back on the
proxi mal end to elimnate any kinking due to
handling by the user. The proprietary connector,
which is the piece that connects into the transfer
device that's attached to the catheter was a very,
very short, short nenber, very difficult to grab

onto and to insert into the transfer device.
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We have since gone to a nmuch | onger
honeyconb style strain relief that allows the
clinician to firmy grasp the catheter to insure
proper insertion, to get a good connection to the
transfer device w thout kinking the area just
imedi ately distal to the small strain relief on the
ol d catheter.

And that was |aunched in | ate August,
and right now all of the inventory that we're
currently shipping out has the new strain relief
design. We're currently also working on dista
i nprovenents, inprovenents to the flexibility of
the distal point of the catheter, distal end of the
catheter that will hopefully m nimze Kkinking.

You can still kink the catheter. You
can kink any catheter. You can kink plastic.
That's just the nature of the plastic. The only way
to keep it fromkinking probably is to make it of
steel or sonething.

But one thing that we have seen even
with the inplenentation of a dumtmy run or the | ST,
sone of the conplaint investigations that we've
perfornmed where we've gotten the Sun-A (phonetic)

i mges back fromthe actual procedure shows the

cat heter being placed, properly positioned.
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Everything is | ooking good. Al of a sudden the
gui de catheter kicks out of the artery. It creates
a fulcrumpoint for the smaller delivery catheter
The gui de catheter actually wi nds up kinking the
delivery catheter.

Even if you had a dummy run that you had
sent down and then went to switch out the active
run, you probably still would have run into that
same situation if the guide catheter had kicked out
of the artery.

So, you know, even the advent or the
i mpl enentati on of a dummy run over and above the
i ndi cator of source train still | don't think would
mtigate all of the failures that we' ve seen on the
di stal end.

The 3.5 French systemis a distal rai
design so that it only contacts the guide wire in
the last two centinmeters of the catheter versus the
over-the-wire design of the five French system So
it's adifferent animal, different technique.
Converting the user base fromthe five French over-
the-wire construction to the 3.5 French distal rai
construction obviously required sone additional
training and use in handling because it was a

smal l er catheter and a different configuration to be
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used with the guide wire itself.

Looking at the conplaint rates, with the
informati on that was provided to us prior to this
neeting, |ooking at the 2001, 2002, and 2003
conpl aint rates, breaking the date of event out
agai nst our sales, we're running at about four
events per 10,000 for 2001, five events per 10,000
for 2002, and about five events per 10,000 for 2003.

So it's really on the order of ten to
the m nus fourth as opposed to ten to the m nus
t hird.

Where we had the | argest nunber or the
hi gher percentage, where it was, in fact, ten to the
m nus three, was during the clinical trials where we
had nodified our instructions for use and i nproved
our training programas well as our design to nake
sure that we mtigated the m nor device mal functions
that were reported during the clinical trials back
in'97, '98, '99, and into early 2000.

As far as the five French system goes,
the issue with the fal se sensing of the markers on
the end of the train, that was elimnated in late
2001. What we did was we replaced the proxi mal gold
marker with a platinumiridi ummarker that could not

be sensed by the sensing system So even if you had
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source drift, if you did not maintain positive
pressure and the source train would drift forward
out of its home position within the transfer device,
t he distal goal marker would fall out of the sensing
zone. You would get an anber |ight which would
indicate that the source train was out of its hone
posi tion.

If the plutoniumiridian marker, which
was on the opposite end of the train which was
radi opaque but not able to be seen by the sensing
system if it fell under the sensing system it
woul dn't give you a fal se green signal saying that
the source train was hone, indicating that you coul d
properly disconnect the catheter, which then
ultimately woul d | ead to separation of the source
trains or the | oss of seeds outside of the cl osed
system

So the platinumiridi um marker repl aced
the gold marker on the proximal end of the train in
the five French configuration because each of the
seeds was its own discrete unit, and since that tinme
we haven't had any fal se sensing issues.

Wth the 3.5 French system it is
correct it does have a spring or a coil that

contains the entire source train so that you don't
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get source train separation. It either gets there
in one piece or it stays in its hone position in one
pi ece, but it always noves as a single connected
train.

MR LIETG Wy isn't that done with the
five French?

MR. LOAE: It was an ol der design, and
as we went through the clinical trials and saw t he
potential for source drift, the 3.5 French system
was the second generation product, and because of
the smaller seeds, one, just froma visualization
standpoi nt that we wanted to make sure that we
contained all of the seeds.

MR. LIETG | understand that, but I
nmean, you're still marking the five French. Wy
not have that sane safety feature on the five French
syst en®?

MR. REED: It was a significant
devel opnent phase investnment to devel op actually the
entire seal ed source, the snmaller dianmeter seal ed
source that goes into that jacketed coil, and to
place it in the coil and then to get it welded on
each end.

So that source and coil configuration

had been approved and avail able, but it doesn't
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obsolete the therapy that's still effective with the
unj acketed train

So the question is really a business
qguestion, at which point when do you get rid of the
five French train. Well, when you no |onger have
t hose sources and you no | onger have those devices
and when you can make the new devices to repl ace
t hose.

And, frankly, that's the biggest
chal l enge, is producing the new devi ce design fast
enough to replace the old device design

DR. DIAMOND: Craig, what's your time
line for that?

MR LONE: Tine |line?

DR DI AMOND: Are we tal king six nonths?
Are we talking a year? Are we talking --

MR LOAE: I'mgoing to say within a
coupl e of nonths. W' ve been continuing to convert
the existing five French user base over to the 3.5
French system

MR LIETG Well, then how cone your new
research applications are using the five French
systen? | nean, you've got these Bravo studies out
there, and you're using the five French system So

if you are | ooking at new research applications with
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the larger sources, it would seemto ne that it
woul d be good business sense froma safety
standpoint to come up with or incorporate these
addi tional safety features that you' ve designed for
the 3.5 French systens to apply to the five French.

MR. REED:. that's a two-part answer.
The first part is you're right. It would be.

And the second part is those trials were
concei ved, started, submtted to the FDA back before
or in the tine period before we had the new system
approved. So those systens were designed around
initially the catheter designs, the device designs
around the devices that we knew we had.

And al so, those sources and those
devices are going into larger vessels. They're not
going into coronary vessels. They were being tried
inthe legs and in the arnms, which have di aneters,
you know, five, six, seven, eight mllineters.

So we didn't have the technical driver
necessarily with respect to access to the lesion to
require the jacketed train, but | can tell you that
in devel opnent we are transitioning to anticipate
the use of that jacketed train in that scenario.

So | guess what I'msaying is in the

begi nning we're starting the research on that
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therapy. W started with what we had avail abl e.
kay? Which was the |arge dianeter source, and
that's a logical evolution, but it just takes a
while to inplenent it.

CHAI RVAN CERQUEI RA: Wl |, what was the
time line then? Are you going to continue the
trials with the existing catheters or will you
switch over to the 3.5? And what's the tine |ine?
You said several nonths.

MR. REED: Well, | suppose that was
real |y over-specul ation on, you know, the progress
of the trial, which is a function of patient
enrol I ment and site participation and design.

So if you' re asking ne when | could tel
you that | would have that design ready, | can't
because | don't even have that design proven as safe
and effective in the patient yet.

So the first step is to find out if that
t herapy even works in that patient popul ation, and
then along a parallel path we had devel opnent
processes seeking use of the jacketed train in that
system

But you know, you have to bal ance the
i nvestnent for the current market we serve in the

coronaries versus, you know, the specul ative market
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inthe arms and in the legs. So there's a bal ance
t here.

How much do you invest additionally to
study these other areas when it nay not prove safe
and effective? Okay?

So it's a business decision in that

regard.

CHAI RVAN CERQUEI RA:  Davi d.

DR. DIAMOND: | have a coupl e of
conments. | won't go and read through all of ny

witten comments which you all have copies of, but
just to enphasize a couple of things.

Firstly, having done about 1,000 of
t hese procedures with a variety of systemnms, you
know, not every patient is going to be able to be
technically successfully treated. W all understand
that, regardless of the type of system

And fortunately, at least in ny
experience, nost of the kinks that | have had,
whether it be the Cordis or Quidant system have
been fairly proxinmal, and you i medi ately recogni ze
that there is no harm done.

One thing that | don't think Jeff
enphasi zed enough was how many of these incidents

were sinmply not detected -- this is a secondary
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poi nt of view -- how many were not detected because
you just couldn't tell where these seeds were on
fluoro, and | mean poor city (phonetic) or fluoro
qualities. The patient noves or for whatever reason
it's necessary to get a different projection from
when the catheter was originally placed, and
someti mes these patients that have a | ot of stents
or in the context of poor fluoro, in the context of
a lot of staples fromprior neeting of the
sternotomy, it can be a little tricky to see where
these are, and sinply with a little experience and a
little bit of due diligence, that entire class of
error should be elim nated.

| personally think that this represents
a success story in that as this new technology is
i ntroduced, we are recogni zing why these errors are
occurring, the primary causes, the secondary root
causes, and |I'mvery pleased to say that the nost
recent generation of the product seens to address a
| ot of them nmaybe not all of them but certainly a
| ot of them

And | think that as long as |I'm hearing
fromthe conpany that all due diligence, all due
speed has been addressed to try and shift over from

the ol der systemto the newer system that woul d
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make nme happy. |If you told ne that this transition
is going to take a year, | think that would be too
long, but if you told me that as these sources or as
t hese devices are due for their standard rotations,
t he mai ntenance that you're rotating themthrough,

t hat woul d nake nme quite happy.

As a last point, just because of a
difference in design, it is not going to be nearly
as easy to do dummy runs in the patient as it is
with the Cordis systemor the Guidant system and
think that even with a facile operator to do an in-
patient dummy with this Novoste systemit's easily
going to add another two minutes to the procedure.

And given the type of catheter design
that's used, I'mnot really sure that it's worth the
additional risk to do it that way. Ildeally you
woul d, but |I'mnot sure as a whole --

DR WLLIAMSON: It's not a centering
catheter that they use. There's no centering
cat heter.

DR DIAMOND: But it's a de facto
centering because of the bulk of it, right? | nean
de facto because of the bulk of the --

DR WLLIAMSON: | guess. Three, point,

five French is pretty -- it's not a spiral in this
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one. This is actually one that allows the source
al nrost to be up against the artery wall.

DR. DIAMOND: I n any event, |I'mnot sure
if you're talking about treating these very smal
di stal vessels or highly diseased small caliber
vessels that fromlarge patient populations it would
be desirable to keep that catheter in another two or
three mnutes, but that's just conjecture at this
poi nt .

DR. NAG One technical question. 1In
your 3.5 French system you have a spring, and does
that nake it nore difficult to negotiate a sharp
bend?

In other words, if you have individual
sources it can bend through a very sharp curve,
whereas if you're making it into a straight line it
woul d introduce difficulty when you do a sharp
curve.

MR. REED:. Wen we designed the system
we set specifications for use, and the specification
for use was a quarter inch turn radius, and that
speci fication hasn't changed and the device still
passes.

So | don't think it's nore difficult.

In fact, to one of the points that Dr. WIIianmson
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made about, you know, fluid use and fluid
managenent, this system because it has smaller
di aneters, it actually uses less fluid, and it's
actually easier to manage fl uid.

And really it's the flowrate that's
pushing the train, and we've tested and retested to
make sure that the jacketed train neets that

specification, and it does. So there's no change

t here.

CHAI RVAN CERQUEI RA:  Jeff.

DR WLLIAMSON: Well, | guess | didn't
make particul ar reconmendations. | didn't think it

was appropriate. This was neant to be an anal ysis,
and | thought reconmendations would follow a
di scussion within the committee.

| also didn't have a chance to anal yze
in detail the current guidance, but | think clearly
for this system probably the gui dance shoul d say,
"Thou shalt do radi ographic |ocalization,"” and I
t hi nk enphasi zing that with this particular system
in the guidance docunent is very prudent.

You k now, | think that at |east since
historically the background error rate and hence the
dependence on, you know, user vigilance seens to be

hi gher than other systens, doing what NRC can to
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encourage the treatnment teamto think through and
negoti ate a conprehensive quality assurance program
you know, is a good idea wthout, you know,

di scouragi ng use of the device.

So | think an information notice where,
you know, other sorts of publicity to try to, you
know, pronote people to work together as a teamto
do quality assurance, you know, it varies with
setting.

Someti nes, you know, it seens to the
physi ci st that our concerns, you know, really --
we're given this argunment all the time. Quality
assurance isn't helpful. It's dangerous to the
patient to add anything nore, and really, you know,
a good -- it's just desist.

And so | think sonething to try to, you
know, inprove a little bit the negotiating position
of the physicist so at |east those concerns do get
really addressed. | think no physicist wants to
j eopardi ze a patient because of quality assurance.
W want to add value to the treatment, but | think
sonmetimes it's sinply dismssed and not thought
t hr ough.

So | think there's sone intangible sorts

of things that could be done to try to raise the
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| evel of consciousness, you know, and make sure that
t he procedure is thoroughly thought through and
deci si ons, you know, what is tradeoffs between
certainty of adequate technical performance versus
patient clinical safety, you know, really do get

t hought through by the treatnent team

CHAI RVAN CERQUEI RA:  Tom and Charli e.

What sort of input would you like from
the commttee on --

DR. MLLER | think that, you know,
what the Conm ssion has tasked us to do is to
continue to use the commttee to eval uate events
when there's a regulatory need, and | think, you
know, we've touched on some things, and Dr.

Wl lianmson has wused terns |ike changi ng gui dance
and i nformation notice, and | guess ny first
guestion is, you know, you've pulled together a | ot
of information in a very short period of time from
the tinme that you were tasked to do this.

I's nore time needed to evaluate the
i nformation that you' ve received would be ny first
guesti on.

And the second question: what will we
be looking for, I think, fromthe conmrittee is any

reconmendati on you would want to take with regard to
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any regulatory action we may need to take, including
gui dance changes or information notice or whatever

DR. DI AMOND: From my perspective,
Charlie, the data I'd be nost interested inis to
| ook at the event rate, utilizing the new system
Wth the current vendor training and the current
procedures that are in place, the event rate
appreci ably drops. Perhaps that woul d obviate
addi ti onal reconmendati ons.

If it does not substantially drop, then
obviously we will need to go and rmake sone
reconmendati ons, sonme of which | think Jeff has
al ready nenti oned.

CHAI RVAN CERQUEI RA:  Subi r.

DR. NAG Yeah, one of the main things
not in your system but in any system would be how -
- the narrower your catheter becones, the |ess
opaque it becomes unless you're increasing the
density of the materi al

| s there any way you can increase the
radi opacity of your marker so that they are easier
to see even though you may have bone or |ips
(phonetic) overlying that area?

MR. REED: Well, you know, | would

really -- 1"'mgoing to resist the urge to specul ate
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because | think there are a | ot of features that
play into that, you know, not including the size of
the marker, the material of the marker, the system
that's being used, not to nmention the patient.
kay?

And so |'mnot sure how to specul ate on
that. | nean, | could tell you that as part of our
risk analysis that we do eval uate whether or not the
system can be i maged and we capture conplaints and
we would attribute that as root cause, and we woul d
consider that in the full picture of what is the
overall risk to the patient versus the benefit.

So we woul d consider it.

DR. NAG But the reason |I'm asking may
not be what -- that's not one of the experinental
systens. One of the problens we found was the
radi opacity of the marker, and although it was radio
opaque in the normal situation, in difficult places
it was very hard to see, and the conpany had applied
several different attenpts at increasing the
radi opacity, up the rate, it mght be easier.

CHAI RVAN CERQUEI RA:  Leon.

DR. MALMUD: This isn't ny area of
specialty. So you'll pardon ny ignorance. Has the

rate of failures varied because of the inability to
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i mage the markers based upon the fluoroscopic system
that's being used, by the angi ographic radiol ogic
systemthat's being used?

Do sone have better resolution than
others, and are you aware of which equi pnent is used
in conjunction with the catheters that you're
enpl oyi ng?

MR REED: Qur systemis |licensed for
use at 435 -- nore than 400 sites in the U S., which
each probably have different machines and nultiple
machines. So | think an analysis to figure out, you
know, what the exact scenario is for every user
woul d be trenmendous.

Wth respect to these particul ar events,
we do gather the information. W exanine the
systens; we collect the data. But you know, the
nature of the conplaint we get or we see is not
that the systemwasn't visible. [It's just that they
m ssed seeing it. Okay?

Either there was conflicting anatony or
conflicting itens in the patient's chest, for
exanple, wires and things like that. So you end up
with a situation where the source train noves in
very quickly and they have to -- and there's usually

several people that are watching so that they al
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have to see it and agree that they saw it, and then
if they agree that they didn't see it or somebody
says, "Hey, | didn't see it. | don't think it's
there,"” then they have to add quickly, as Dr.

W lianson points out.

DR. DIAMOND: Could I? In my experience
what |'ve seen in that situation, the source is
novi ng quite quickly, and the problens that you' ve
run into, the patient noves as the seeds are going
in. There's a tenptation to nove the table for
what ever reason. So the position changes for
what ever reason. The cardi ol ogi st changes the
obliquity of the view

So one of the nobst sinple things that
could be done to prevent that is to sinply say once
we get ready to go, "Don't nove." And it really
obvi ates the problemin nbst cases.

CHAI RVAN CERQUEI RA:  Dick, did you have
a comment ?

DR. VETTER. Yeah. | would find it
interesting to see a conparison of the event rate
for this systemversus all the other systens that
are on the market and a second colum that shows the
i mpact on the patient. | nean how significant is

this?
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One thing that nade ne think about that
is there is an event rate for angioplasty. Not
everyone survives angioplasty. Have any of these
patients died as a result of these events?

You don't need to answer. That's sort
of rhetorical. |1I'mjust interested in how we
conmpare with angi opl asty and the ot her events, other
devi ces on the narket.

l"'mtrying to get an idea in nmy own mnd
how si gnificant are these events.

MR. ESSIG The difficulty we have,

Di ck, in meking such a conmparison is we do a fairly
good job of collecting data on the nunerator, but we
have no information on the denom nator.

DR. WLLI AMSON: W have t hat
i nformati on.

MR ESSIG Yes.

MR. SULEI MAN.  Well, | want to agree
with Dr. Malnmud's comment. | think it's extrenely
i mportant to know the performance characteristics of
your fluoroscopy systems. Now, these are in
angi ography suites. So | assune they're capabl e of
i magi ng, but there are all sorts of user controls
that will vary it by an order of magnitude, and so

the | ow contrast sensitivity of the inaging system
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clearly woul d make the difference between seeing or
not seei ng sonet hi ng.

It's critical. [It's something that
peopl e spend an awmful lot of time on. So | would
strongly urge you to pay a little bit nore attention
and get the systenms nmaybe eval uated or find out
under what conditions that they're being | ooked at.

Clearly another way you see it is
i ncreasing the opacity of the beads, but these are
Strontium 90. | nean you don't want to
attentuate --

MR, REED: Well, the challenge with that
is, of course, you want to get the betas out of the
seed. So radiopacity works agai nst you.

But, again, you cone back to the overal
event rate, three events, four events, five events,
you know, per 10,000. You know, it's a challenge to
draw a lot of information out of that or indict a
| ot of X-ray systens.

CHAI RVAN CERQUEI RA: | think some of the
factors that David nentioned, that, you know, the
pati ent noves, the catheter noves, the table noves,
there are surgical clips fromprior surgeries and
things, all of those will enter into it, and you

know, how much that contributes, it's going to be
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difficult to anal yze.

Jeff.

DR WLLIAMSON: Let ne ask the staff a
qguestion. You know, how many events have been
reported per year on average for these systens and
how many events have been reported for other
i ntervascul ar brachyt herapy devi ces?

As | understand, you know, there was
quite a large difference in the absolute rate of
reporting, and that is why the staff brought this to
the attention, | think, of the ACMJ and asked us to
get involved. At least | assune that is the case.

So maybe you coul d comment on what data
you have and why you're interested in it.

MR ESSIG | don't have the data with
me, but it seens like it was at | east maybe ten
times the rate of others, sonething on that order.
| nean, it clearly was way above.

DR, WLLIAVMSON: | think in, you know,
ot her applications, it may have been Patricia who
presented this once |ike five or six years ago.

(Laughter.)

DR. WLLIAVSON: You did an anal ysis of
the m sadm nistration rate before and after the

qual i ty managenent program
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DR. HOLAHAN: Yes.

DR WLLIAMSON: And it was much snall er
t han, you know, | think five tines ten to the m nus
fourth. It was really, | think, on the order of ten
to the mnus fifth for nost of the nodalities.

DR. HOLAHAN: Ten to the mnus five to
ten to the mnus six, as | recall.

DR. WLLIAVSON: Yeah, it was really
low. So this is in order of magnitude higher

DR HOLAHAN: The problem was even then
we couldn't get a good handl e on the denom nator.

DR. WLLI AMSON:  Yeah.

CHAI RVAN CERQUEI RA:  They have 400- pl us
units out there. Do we know how many units are
present fromthe other systens?

My inpression is there are fewer.

DR. DIAMOND: Well, the Cordis systemis
bei ng di scontinued by the manufacturer as a business
deci sion, and even before that decision was nade,
far fewer centers were using that particular system

So it's very difficult making these type
of conpari sons when your denom nator is SO
di spar at e.

| think a better conparison would be to

go and try to get these nunbers fromthe gutted P-32
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product because you're tal king about a | ot of users
out there.

CHAI RVAN CERQUEI RA:  Ral ph.

MR LIETG | was just going to, |
guess, to get to when I was part of this
subconm ttee, and when they said "analysis" to ne it
was to cone up with sonething quantitative, and even
just | ooking at the nunerator, you know, there was
the NMED data. Then you have the -- is it MAUDE?
|s that the FDA reports?

And it wasn't clear to me. | nean, sone
of the things were in both avenues, and | al so get
the inpression that there's even data that's
reported to the vendor that doesn't even have to
come to the FDA

So there seens |ike there's three
dat abase here, and it's not really -- | nay be wong
on that point with the FDA and the vendor, but it
seens |like there's three potential databases here,
and nobody is syncing with the other one.

You know, | even wonder if the nunerator
is even well known. Nobody has cone up with a
denomi nator, and | don't know where your denom nat or
came from because | don't think the device records

runs. | mean there's not |ike a chip that records
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how many times the sources go out and come back.

MR LONE: The first point 1'd like to
make is that we do report all conplaints and we do
capture all conplaints for the FDA

MR. LIETG Well, I'msure probably
dat abases may be greater than theirs is.

MR. LOAE: But to that point, not every
conplaint is a nedical device report. There's
certain criteria to file an NDR, a subset of our
conmpl ete conpl ai nt dat abase are the NDR reports,
which is then | oaded up into the MOD dat abase. The
FDA cones up to our facility, reviews our conplaint
dat abase, but not every conplaint is proactively
reported to the FDA

And that's a little bit different than
the m sadm nistrations that are reported because
there are slightly different criteria for when to
report, when not to report.

But | do agree with you. | think that
there are differences in the nunbers of events that
are reported.

MR LIETG Am1l right in that the
devi ce does not record runs? | mean, there's not
like a chip that tells you how many tinmes the source

is --
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DR. WLLI AMSON: They sell catheters.

You can only use the catheters one tine in a
patient.

MR LONE: Right. Wat | did to get the
denom nator was to | ook at the nunber of net
catheters sold, catheters distributed, catheters --
m nus the catheters returned to get the total nunber
of catheters, and the catheters are relatively
expense. So people typically won't have | arge
inventories of catheters at their hospitals.

CHAI RMAN CERQUEI RA:  Yeah, that's good.

Leon, you had one?

DR MALMUD: In reading the material and
having reviewed the material earlier, there are a
coupl e of questions that | had. The first one is
this is reported to us, not to the FDA, in contrast
to the FDA, because there is a msadmnistration
that's defined by radiation burden; is that not
correct?

And yet if | read the notes correctly,
the radiation burden is really not a risk to the
patient in that if the radiation burden is provided
proximal in the vessel because of a kink, it wll
not be harnful fromthat which we understand, but it

will not have delivered the desired dose.
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Am | right so far?

DR DIAMOND: Yes. The harmis the
potential harmin that a patient -- let's say you
ended up treating the fenoral artery instead of the
coronary. The main harmis that the patient who
coul d have benefitted fromtreatnent did not receive
it as opposed to the fact that the uninjured fenoral
artery is going to be harnmed to the best of our
know edge at this tine.

DR. MALMUD: Well, will the fenoral be
harmed? You nean the fenoral is getting it instead
of the coronary? 1s that what you nmean?

DR DI AMOND: Let ne say that again.

DR. MALMUD: No, I'Ill restate ny
st at enent .

DR. DIAMOND: G ven 13 or 15 or 18 Grays
to an uninjured fenoral artery, we do not think has
a significant |ikelihood of causing detrinent.

DR. MALMUD: Correct. Neither do I, and
| wanted to rmake sure that | was correct in ny
assunpti on.

Ckay. So the radiation burden, which is
what we are concerned about as a subconmittee of the
NRC or an Advisory Conmittee of the NRC, is the

failure to provide the dose, not the danger fromthe
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dose having gone to the wong body part because the
radi ati on burden does not seemto cause any harm of
which we are aware at this tine.

DR, WLLIAMSON: | don't think you can
say that.

DR. NAG That's not correct.

DR. MALMUD: That's my question.

DR. NAG That's not correct because if
it isinthe aorta or other really big vessel, then,
yes, it is correct, but when you' re going into one
of the artery vessels, but not the injured coronary
vessel --

DR MALMUD: Right.

DR. NAG -- in which case that portion
of the coronary vessel wouldn't get substantial in a
15, 20 way (phonetic).

DR. MALMUD: It will get the radiation
burden that was neant to be provided to the area
where the stent is. Again, |I'll rephrase ny
guestion because |'m not expressing nyself well.

| s that radiation burden truly harnful ?
Is three any evidence that it's harnful to that
segnent of vessel that should not have received it?

DR HOLAHAN: Well, 1'd like to speak to

t hat because basically we don't | ook at what the
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radi ati on danage is. W |look at the medical event
not treating the right treatnment -- treating the
wong treatnent site, and we get a nedica
consultant to consult with us on whether there's
har m

DR. MALMUD: | understand that. | fully
under stand what you just said, and | agree with you.

DR. HOLAHAN:. Ckay.

DR MALMUD: But I'mstill trying to
understand the problemand to clarify it and then
bring you to ny real question

DR. HOLAHAN:. Ckay.

DR. MALMUD: kay. So it appears that
the problemfor us is that the radi ati on was not
provided to the correct segnment of -- let's talk
about the coronaries -- the coronary vessel.

Instead it went to a different segnment of the
coronary vessel. This is a msadm ni stration and
whi ch deservedly is reported.

However, no harmis done in terns of
there being a patient catastrophe as a result of
this, except the patient didn't get the therapy that
we expected the patient to get.

DR HOLAHAN:  Yes.

DR. MALMUD: Ckay. Now, how many of
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t hese catheters have been sol d?

MR LOWNE: Over 70, 000.

DR. MALMUD: Ckay. Now, there nust be
sone database as to what the clinical negative
outcone is to a patient who didn't get the therapy
t hey were supposed to get. This is in the course of
bei ng delivered the therapy, yet not receiving it
for mechani cal probl ens.

Infarct, or is that proprietary data?
In other words, I"'mtrying to think as a clinician
for the noment and not as a nuclear scientist. In
the course of trying to provide the therapy, there
was a failure for a variety of reasons, all of which
may be clinically acceptable, and that the wong
part of the vessel got radiated. Gkay. No harm
that we're aware of to the wong part of the vessel.

But in the course of trying to provide
this therapy and failing, do any of these patients
have an infarct with a kinked vessel -- | nean with
a ki nked catheter in there?

MR REED: But the question you're
asking is what do we know about that.

DR. MALMJD:  Yes.

MR REED: And these events occurred in

the clinical trials, and the sumeval uation for the
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patients was the therapy was safe and effective.

DR. MALMUD: So this all occurred during
clinical trials when FDA was nonitoring it?

MR REED: Yes. These events did occur,
and they're addressed in the user's nmanual, and it
has been resol ved.

DR. MALMUD: You've answered my question
and concern.

Is that a fair analysis? W've got a
representative fromthe FDA

DR SULEI MAN: Cenerally. | wouldn't
agree with all of your absolute conclusions. |
think delivering 20 Gray anywhere some woul d ar gue
is not necessarily safe, but how are you going to
determ ne that when you're having trouble figuring
out the efficacy of the procedure?

So, | mean, these are issues. This is
research, and so you don't have the answer. So to
conjecture without any evidence is of concern, you
know.

DR. MALMUD: And right now we have no
idea fromthe data submtted and fromthe thorough
reports which are here as to the incidence of this
pr obl em

DR. WLLI AMSON: The incidence of what?
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DR. MALMUD: We know t he nunerator, but

we don't know t he denom nator.
DR. NAG Yes, we do.
W LLI AMSON:  We know roughly.
MALMUD: W do know the denom nat or?

NAG  You take the nunber of --

T 3 33

MALMUD: Seventy thousand, 70,0007

DR WLLIAMSON: And we have sonet hing
l'i ke 50, 60 events.

DR MALMUD: I n 70, 000?

DR. WLLI AMSON:  Yeah.

DR MALMUD: And the alternative
t herapy, is there another manufacturer that provides
a 3.5 French catheter systenf

DR WLLI AMSON:  No.

DR MALMUD: No. So we have to assune
that a 3.5 French catheter will go nore distally in
a coronary artery branch than will a five French
Is that a fair assunption?

| ask the cardiol ogists that question.

O will the five French go as far as the
3.57

CHAl RVAN CERQUEI RA:  Dr. Raizner, |
t hi nk, could be the expert.

DR. RAIZNER: | can answer that very
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well. A dramatic inprovenent in which vessels we
could get to in terns of both the distance and in
terms of the conplexity when the 3.5 French system
was i ntroduced.

| al so can address the issue of
radiating a msadmnistration in a coronary artery.
In every case there's radiation of normal artery.
In fact, it's a goal of therapy to radiate the area,
but to have a wide margin of radiation proximl and
distal to it.

To date there has been no issues related
to that wde margin. In fact, there have been
i ssues related to not having enough margin. So |
believe that there's data to say that it does no
harmto the normal coronary artery in a spot renote
froma |l esion that you' ve worked on.

DR MALMUD: Al right. Thank you.

Now, if I may go on with nmy train of
t hought, so having answered the earlier questions,
which are all clinical questions, and | realize not
t he purview of the NRC, but neverthel ess of concern
to ne, | may be a patient one day nyself.

There is a distinct advantage which is
only logical to having a smaller catheter, 3.5

French compared to a five, available. The nunber of
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incidents that has occurred thus far, while it
exceeds what we think usually occurs on a
statistical basis, is still relatively small. The
dat abase is still relatively small, and my own gut
reaction is that we would be doing patients a
di sservice to put restrictions on a node of therapy
which is as prom sing as this one.

However, | also listened very carefully
to what Dr. WIlianmson said, and it seens that a
coupl e of your subjective reconmendations wth
regard to training or it may be they're objective
reconmendations, if applied, mght continue to
reduce the incidence of difficulties which, if I
remenber correctly, the representatives of the
corporation said we're already reduced conpared to
the earlier incidence, and that we just nove ahead
and reeval uate the database at a later tine.

| have conpleted ny question and ny
answer .

(Laughter.)

CHAI RVAN CERQUEI RA:  Sounds |ike a very
| ogi cal approach.

M5. HOBSON: | have just one question.
You nmentioned that you have inproved the |atest

version, the 3.5 side, but that just happened
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recently. Now, will you be retrofitting the other
3.5s that are out there in use or just |eave them
al one?

MR. LOAE: The old catheter inventory is
no | onger avail abl e. It's not in the field.

M5. HOBSON:  Ch, okay.

MR LONE: W exhausted existing
inventories. W've replaced that with the newer,
proxi mal i nprovenent catheter.

CHAl RVAN CERQUEI RA:  Yes. |'m sorry.

M5. HOAE: | just wanted to clarify that
one of ny co-workers who is now retired was keepi ng
track of the Novoste events relative to the other
i ntervascul ar brachyt herapi es, and he was up over
probably 85, approaching 100 of different events.

Now, not all of them were
m sadmi ni strations because sonme of them were caught
before the actual adm nistration, but the other
devices that we're | ooking at and one of the reasons
we brought Novoste to you was because the other
events were probably you could count on one or
possi bly two hands.

And one of the things you're also
hearing is that because of the event reporting,

t hey' re maki ng engi neering changes, and that's an
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i nportant factor.

And for the record, |I'm Donna-Beth Howe.

CHAI RVAN CERQUEI RA: Wl l, | would bring
this back to do you have enough information. |
don't know if we can reach any nore concl usions at
this point.

DR MLLER Yeah, | think what 1'd |ike
to be able to do with regard to this effort is to
bring it to some kind of conclusion, whether it's a
temporary conclusion and we wait for nore data or
what, but | think I'mhearing that we need to give
sonme kind of advice, for lack of a better word, on
sone things to | ook out for to inprove performance.
Is that --

DR WLLIAMSON: That's what | think. |
don't see how that would hurt, to try to make people
nore aware of error pathways. | don't see how it
woul d restrict the use of the device clinically.

DR. MLLER Right, but the thing that
we have to be careful about is how we give that
advice. In other words, we can't inpose a
requi renment other than going through regul atory
changes with the regulations. | don't think we're
tal king about doing that. | think what we're

tal king about is the kind of thing that we
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sonetinmes put either in an information notice or
regul atory information summary that just said, "Hey,
be aware about these kinds of things, and here are
sone things that have been observed."

DR WLLIAVSON: Well, | think it has to
be handl ed very synpathetically. You know, an
i nformation notice could frighten away people from
what is otherwi se a very good systemto use, on
bal ance.

DR MLLER And that's not the intent
that 1'm hearing coming fromthe comittee.

DR. WLLIAVMSON: There's a | ot of good.
It's just, you know, there's sone little bit of bad
maybe that conmes along with a | ot of good, and wth,
you know, appropriate adjustnments to the usua
radi ati on oncol ogy mndset, | think it sounds |ike
t he system can be used perfectly safely and
virtually all but a tiny fraction of patients.

DR. MLLER  Another thing that |'ve
observed over periods of tinme with various kinds of
NRC |icensees is that the NRC will [ook to see is
the industry itself taking appropriate action and
notification of its end users with regard to things
t hat can be done to inprove the performance of the

systemthat they're selling.
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And | guess the question | would ask
Novoste is: what do you do with regard to getting
information out to your user clientele for the
products that you market?

That's al so sonething that we can
consider. |Is the appropriate information getting to
t he people who need the information, or does the NRC
need to take sone action to assure that that
information gets to then?

MR REED: Just to address that, we do
respond to all conplaints. So there's a follow up
to every patient, to every user who files a
conplaint. W give then analysis of the device and
our analysis of the root cause and a recomendati on
on how to prevent that.

So in every case there is a detailed
response given back to the user.

DR MLLER Is that just given to the
specific user or is that shared gl obally?

MR REED: The specific user. |It's
given to the specific users for that specific
situati on.

In the broader sense, when we identified
t he kinking issue at the end of the PC, we issued

additional training and required training be
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delivered to all uses in that regard and additi onal
docunented site training.

MR LOAE: And al so informationa
bul  etins that showed the clinical situation where
you coul d get the kinking, howto prevent the
kinking in like a one or two-page flyer so that even
peopl e that weren't conpl aining about it could see
what ot her users were having issue with the
catheter, and that they could al so consider that as
part of their training.

CHAl RVAN CERQUEI RA: | guess the one
thing that did cone up was this dumy run, where
basically that allows you to work out sone of the
ki nking problens, to see if it's going to work
appropriately, and we've had sone di scussi on of
whet her it woul d be 30 seconds or two m nutes added
to the procedure.

What's the feeling of the conmttee to
per haps nmake a recommendation that that be done and
how woul d we make that suggestion?

Unl ess we mandate it, | don't --

MR REED: Could | offer a piece of
i nformati on before you propose that?

CHAI RVAN CERQUEI RA:  Sur e.

MR. REED: W are using and distributing
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the device with instructions consistent with the
clinical trials. |If you recommended that, it would
be an untried procedure with respect to the clinical
trial data. So be careful what you recommend.

DR. WLLIAMSON: This is a different
m ndset from radiation oncology. You know, it's
radi ati on oncol ogi sts and physicists that are
responsible for the quality assurance and safety of
their patients.

And | think that vendors' views shoul d
be listened to, but I think this sort of al nost
parental attitude, "we know better than you do how
to protect the safety of your patients,” | find
somewhat annoyi ng actual ly.

MR REED: Well, let ne respond to that.
If you |l ook at all of the reports, none of the
reports state any harmto the patient. None of the
reports state any harmto the user, over exposure of
the user. So | guess |I'masking what's the benefit
with respect to particular recommendati ons.

DR WLLIAVSON: Well, | don't think
that is true. In reviewi ng the analysis of these
reports, there certain was a fraction of patients
that didn't get the treatnent, and it's well

docunmented in the clinical studies, the efficacy of
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the treatnent, and depriving the patient of the
treatment through sone sort of an avoidable
technical error surely has sone nedi cal cost.

CHAI RMAN CERQUEI RA:  Dr. Nag.

DR. NAG \Whatever the truth is, | want
you to have sone notions that | have in ny m nd
within the |l ast one or two hours. One is has the
adoption of the new catheter decreased or changed
the event rate and how should we provide that data?

You know, with the five French you are
havi ng X nunber or X percentage with the new
cat heter, you know, what your newrate is; that's
one.

The other point is that with the new
catheter you can go nore distally, but that does not
real ly change the radi oactive or you know, our
concern about radiation problens init. That is
very good for clinically going into snmaller vessels,
but that doesn't really change the event rate.

The other thing is that | think the
spring source i s a considerabl e inprovenent because
it prevents the detecting of sources and whet her
that contributes to the adoption in your event rate,
you know, is sonmething you need to -- is the data

you need to give us.
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In terms of the dumry, if it is going to

add two mnutes like Dr. Dianond says, then I think

| would not be in favor of adding a dummy line. |If
it were 30 seconds, | would be in favor of a dummy
l'ine.

Those are sonme of my comments fromthe
| ast one hour.

CHAI RVAN CERQUEI RA:  Leon.

DR MALMUD: [|I'mstill concerned about
t he i nherent resolution of some of the cardiac cath.
systens and their inpact upon the ability to see the
catheter, the 3.5 French conpared to the five.

| assume that you have in your |lab a
phant om chest phantons wi th phantom hearts in them
in which you can insert a catheter and determ ne
whet her or not you can resolve the 3.5 French in a
| arge body the sane way that you can a five.

Is that a fair assunption? Has that
study been done?

MR. LOAE: W attenpted to create a
reference systemwith the smaller 3.5 French system
and | don't know --

DR. MALMUD: Did you do this in
phantons, in body -- a body phantomis like, you

know, by chest with a heart in it and so on, and
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coronary arteries in the heart?

MR REED: You know, | have to be
careful what | say here because |I'm not the expert
on that particular part, but 1'msure that there
were tests done on, for exanple, animals to insure
the catheter could be navigated, to see that the
cat heter could be visualized.

Wth respect to, you know, there is no
phant om necessarily specific to IVB that perhaps is
the perfect nodel. So you're right that there's
f eedback that's necessary, but we get that as part
of the conpl ai nt process.

DR MALMUD: Well, it seenms to ne that
we have had and continue to produce body phantons,
the termused for an artificial body which has the
sane densities as tissue densities of a human, and
one can have these of varying dinmensions and
det erm ne whether part of the problemthat you are
experiencing -- I'msaying this on your behalf --
is, in fact, not a problemof the product, but a
probl em of sone cardiac cath systens not having the
same degree of resolution that others do.

So that when they use the 3.5 French,

t hey are appearing to have problens that they would

not have had had they used a new, higher resolution,
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if you will, better tuned cardiac cath system In
ot her words, the problem my not be in the product.
It may be in the radiol ogic equi pnent that they're
usi ng.

And | just put this out as another
possibility for why sone of the m sadm nistrations
m ght have occurred.

DR WLLIAMSON: | agree with Dr.

Mal nud. | nean, | think what cane through to me is
t he i nportance of fluoro |ocalization, and

enphasi zing that is |ike an essential part of the
treatment procedure, and I think as a quality
assurance procedure, as a physicist, dry runs with
ant hr oponor phi ¢ phantons and optim zing the settings
and performance of the systens you're going to use
woul d be an inportant activity.

| want to say one nore thing about, you
know, what |'ve termed the paternalistic attitude of
t he conpany towards user initiated QA, is that no
other line of radiation nmedicine products that we
use in radiation oncology do we feel ourselves
limted or bound by exactly what FDA says are
essential quality assurance. 1In fact, | think it
has been nore the other way. W have kind of |ed

FDA to in other areas of brachytherapy to a better
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perception of what's needed.

So what the conpani es have to say about
their event and risk analysis is clearly very
rel evant to us as users, and we woul d never ignore,
and what FDA has to say as well.

But | think the corporate culture of
radi ati on oncology with respect to QA systenms is
totally inconsistent with those statenents |'ve just
hear d.

CHAI RVAN CERQUEI RA: W' || take a few
nore coments, but we really have to wap it up.

DR. NAG Just one comment on Dr.

Mal nud's.  Having worked with the phantons, the
problemis not so nuch the visualization within the
phantom Wthin the phantom| can see themvery
wel | .

But the problemis once you add notion
once you add ribs and other bony structures and
flips (phonetic), that's when you get the problem
In the phantom you will probably see the radio
pi cked up in alnost all systens. The real problem
is when you go into a real live patient with all of
the problenms in the patient.

CHAl RVAN CERQUEI RA:  Ral ph, a final

conment ?
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MR LIETG | think Sally was first.

M5. SCHWARTZ: | have a question. |Is
there any recommendati ons fromthe conpany as to the
type of fluoroscopy that's best suited to use with
your systenf

MR LONE: | think at this point we
haven't studied it quantitatively. | wll say to
your point that we have eval uated, but nore on a
qualitative basis with sone European clinical trials
and clinical use of the product prior to
introduction into the United States to get some
desi gn validation feedback as to whether or not they
could properly visualize the source strain in the
proper treatnent |ocation.

The feedback that we got fromthe
initial clinical trials in the initial use of the
product was that they could adequately visualize it.
We didn't quantify that. W did not record the
information with respect to the fluoro equi pnent
that was used at those sites. Probably in hindsight
t hat woul d have been a good thing to do, but it was
nore of a qualitative analysis.

M5. SCHWARTZ: Do you think that you
could | ook at the problens that have occurred and

correlate it with the systenms? | nean such that you

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

251

could give informati on out?

MR LOAE: Yes, we have all of the
information on the users and the sites which have
the problens, and it's very easy to go back to those
sites just to see if there was sone additiona
correlation there of, oh, they've got the sane piece
of equi pment or --

CHAl RVAN CERQUEI RA:  That nmay be
wort hwhil e, but then we've got the patient variables
that conme into the things that Dr. Nag identified,
just as what you can do in a phantomw th the
particul ar, you know, fluoroscopy system

DR WLLI AMSON: And the operating
condi tions, too.

CHAI RVAN CERQUEI RA:  Yeah. See, those
are the problens, but you know, we've identified the
fact that if we've had 56 or 86 reported events and
maybe 70, 000 cat heters have been sold. [It's still
fairly higher than what | guess Bob Ayers had seen
in other systens. So | don't want to just dismss
it altogether.

| think the theory is that the potential
harmto the patient is relatively low There are
certain ways that nmay be able to mnimze the

chances of this happening, and those have been
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suggested, and | don't know enough about whet her
that would really help or not help the situation.
But I'"'mnot sure we're going to be able
to reach a conclusion for you to make a decision at
this point.
MR ESSIG If | could offer just one
conment that we have to keep in perspective, and

that is the "we" in terns of the regulator here is
really the NRC and technically it's the State of
Georgi a because they did the seal ed source and
device review for this system So they ar the
regul ator, not us.

So, | mean, we're follow ng the events,
but at some point if we feel regulatory action is
needed, it will be us sitting down with the State of
Georgia and just having a dialogue with them

CHAI RVAN CERQUEI RA: | guess we shoul d

poll the commttee. Does anybody feel that there

shoul d be any kind of restrictions, limtations or -

MR, SULEI MAN. | have, again, one nore
qguestion, clarification because | thought at one
point | heard this was an approved device. Then I
heard it was being done under research.

Now, you can't have it both ways. |If
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it's under an I RB, you have a whole | ot nore
[atitude. It is clinical research.

MR. LIETG There's a clinical trial
with the five French catheter or with the new type
of catheter.

MR. SULEIMAN. with the three and a
hal f .

MR. LIETG But it's the FDA approved
system There's not investigational devices being
used. It's the catheter that's the research part of
it.

| would like to recommend that since we
have an i dea where the denom nator is now and you
know t he numerator, because we've tal ked about
i magi ng the sources, but not all of the events are
| ack of imaging. | nean, there are other nechani cal
and ot her issues that cone into here that go into
t he numerator.

And you know, let's maybe trend this,
you know, over tinme, but also | ook at the other
vendor Guidant. | nean, they record their runs of
the device into the patient. So they should be able
to give you the denom nator for their device.

You know, not to pick on one, but let's

conmpare both players out there, which is all of the
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pl ayers, and let's see if things change, you know,
say, fromtheir inprovenents which were in md-2003
and see how this before and after is, as well as
conmparing it, you know, to the other manufacturer

| amstill not convinced that dumy runs
in their systemwould not be valuable. | nean, they
were marketing dummy devices to use with this
system So evidently at sone point there was val ue
in this.

DR WLLI AMSON: But they weren't using
themin vivo. 1In their defense, they never
reconmended or even in early years would all ow you
even to deviate fromtheir FDA sort of approved
protocol. It was always used in sort of an in vitro
context on the |ab bench test systeminitially.
That's all it was for.

CHAI RVAN CERQUEI RA:  So | guess the
nessage is really to continue to nmonitor it. |
don't think anybody feels sufficiently alarmed that,
you know, any restrictive actions need to be
initiated at this point or any regulatory acti on.

DR. WLLIAVSON: | woul d agree.

CHAI RVAN CERQUEI RA:  One final coment.

DR. WLLIAVMSON: |'m not suggesting any

regul atory action per se. | think information
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noti ces and consci ousness raising over this all
woul d be what's involved in doing this mninmal error
woul d be useful. So you know, | guess sone kind of
i nformational vehicle, | think, would be hel pful.

Maybe it woul d be better if it's done in
concert with one of the other societies |ike AAPM
Perhaps it wouldn't be so frightening and
intimdating to potential custoners of the system

CHAl RVAN CERQUEI RA:  Thank you.

W' || adjourn until tonorrow at eight.
Thank you.

(Whereupon, at 5:18 p.m, the neeting
was adj ourned, to reconvene at 8:00 a.m, Thursday,

Novenber 13, 2003.)
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