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UNI TED STATES OF AMERI CA

NUCLEAR REGULATORY COWM SSI ON
+ + + + +
ADVI SORY COW TTEE ON MEDI CAL USES OF | SOTOPES
(ACMJI)
+ + + + +
THURSDAY, NOVEMBER 13, 2003
+ + + + +
ROCKVI LLE, MARYLAND
The ACMUJUI net at the Nuclear Regulatory
Conmi ssion, Two White Flint North, Room T2B3, 11545
Rockvill e Pi ke, at 8:00 a.m, Manuel Cerqueira, MD.,
Chai rman, presiding.

COW TTEE MEMBERS:

MANUEL CERQUEI RA, M D., Chairnan

DAVID A. DIAMOND, M D., Menber

NEKI TA HOBSON, Menber

RALPH P. LIETO, Menber

LEON S. MALMUD, M D., Menber

RUTH McBURNEY, Menber

SUBI R NAG, M D., Member

SALLY WAGNER SCHWARTZ, Menber

ORHAN H. SULEI MAN, Ph.D., FDA Representative
RI CHARD J. VETTER, Ph.D., Menber

JEFFREY F. WLLI AMSON, Ph.D., Menber

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

257
ACMUI _STAFF PRESENT:

ANCELA W LLI AMSON

THOVAS H. ESSI G Designated Federal Oficial
LI NDA M GERSEY

PATRI Cl A K. HOLAHAN

ROBERTO J. TORRES

ALSO PRESENT:

John Szabo NRC/ OGC
Charles Ml er NRC/ NVBS
M chael Layton NRC/ NSI R
Lynne Fai r obent ACR

Nancy R Daly
Angel a Lee

Bill Uffel man, Esqg. SNM Gener al Counsel

Gerald A. Wite AAPM
Andr ew Kang

Donna- Bet h Howe NRC/ NVBS
Ronal d Zel ac NRC/ NVBS
Sam Sher bi ni NRC/ NVBS
Raynond Horn

Kristin Swenson
Roshunda Dr unmond

M chel e Burgess

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

|-N-D-E- X

AGENDA

SeedSel ectron and 35. 1000, Donna-Beth Howe,
PhD, NRC/ NVBS

Update: Listing Sources by Mdel/ Serial Nunber
on Licenses, Donna-Beth Howe, PhD, NRC/ NVSS

Subcommi ttee Meeting I nformation, John Szabo,
NRC/ OGC

Radi oi odi ne Activity Threshold for Treatnment of
Hyperthyroi dism Angela WIIlianmson, NRC/ NVSS

Update: Interpretation of 10 CFR 35.61(b) --
Ronal d Zel ac, PhD, NRC/ NM5S

ACMJI Access to NMED Event Data, Tom Essi g,
NRC/ NVSS

Di scussion of the Draft Information Notice

Regar di ng | ssuance of Identification Cards to

Pati ents Who are Rel eased After Treatnent with

Radi ophar maceuti cal s, Roberto Torres, NRC NVSS

NMSS Update: Emergi ng Technol ogi es, Donna- Bet h
Howe, PhD, NRC/ NMSS

Update: Recommendations from Spring 2003 ACMUI
Meeting, Angela WIIlianmson, NRC/ NMSS

Adm ni strati ve Concl usi on

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

258

PAGE

264

327

374

424

461

464

474

496

508

513

(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

259
P-ROGEEDI-NGS
8:05 a.m

CHAI RMAN CERQUEI RA: Just a few little
adm nistrative things up-front. | have sort of this
| ast m nute schedul e changes at CGeor get own, and si nce
|'"'m local it's hard for ne to mss it. So this
afternoon |I' mnot going to be here, but | spoke to Dr.
Mal mud yesterday and he will sort of take over as
Chair for the afternoon session.

Al so, the sessionthis afternoon at 2: 15,
dose reconstructi on and unexpl ai ned exposure/extremty
nonitoring at materials facilities, due to sone
scheduling conflicts by Dr. Sherbini, that will be
given this norning at 10:15, and the update on
emerging technologies wll be shifted to the
af t er noon.

W also had a little bit of discussion
this norning, Angela had sent out the notices about
t he Conm ssion briefing, and March 2 seens to be the
date that everybody had agreed would work. And to
avoi d unnecessary travel what 1'dliketodoisif we
could arrange the regular ACMJ neeting on the 1st,
whi ch woul d be a Monday, and then we coul d neet al
day Monday, half a day Tuesday and then neet with the

conmm SSi oners. That would sort of consolidate the
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travel. 1|s everybody in agreenent with that? Okay.
So, Angela --

DR WLLI AMSON: What are the dates for
t hi s?

CHAI RVAN CERQUEI RA: W woul d neet -- the
full Conmttee would nmeet on March 1, which is a
Monday, and then on March 2, which is a Tuesday, we
woul d have the -- dependi ng on t he agenda, either have
a half day neeting in the norning and then nmeet with
t he comm ssi oners or depending on their tinme schedul e
t he ot her way around. Basically, we woul d consol i date
everything into March 1 and 2. Dick?

DR VETTER Wuld it be possible to get
t hat nail ed down prior to when we try to make airline
reservations, because it's very difficult to nake
airline reservations and then try to adjust things
af t erwar ds.

CHAI RVAN CERQUEI RA:  Yes, especially from
Rochester, M nnesota, it's -- yes.

M5. SCHWARZ: | do agree with that. Maybe
Angel a could I ook into this roomavailability before
we | eave, because --

CHAI RVAN CERQUEI RA:  Ri ght .

M5. SCHWARZ: -- that was the problem --

CHAl RVAN CERQUEI RA:  Last tine, right.
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M5. SCHMRZ: -- |ast --

CHAI RVAN CERQUEI RA:  Now, Angela, is she
her e?

MR. ESSIG She is here today.

CHAI RVAN CERQUEIRA: | did see her this
norni ng, but she's not --

MR. ESSIG She's here. We'Ill make sure
t hat she does that.

CHAI RVAN CERQUEI RA: Ckay. Because that
woul d be inportant. That way we woul d | ock the date
in nowwth enough tine, and | think we'd consolidate
t he neeting.

DR. NAG That would help with hotels,
because hotels are hard to get.

CHAl RVAN CERQUEI RA:  Yes.

DR. MLLER VWhat day of the week are
t hose days? Anybody have a cal endar?

CHAI RVAN CERQUEI RA:  Monday and Tuesday.

DR. M LLER That m ght work okay. | nean
the one -- that was a good suggesti on because | know
the ACRS neets, | think, withfull Commttee the first
week of the nonth, if | remenber right. Somet i mes
they' Il attach a subcomm ttee neeting before the full
Commttee neeting, and the room nmay or nay not be

avai |l abl e.
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M5. MBURNEY: So that's a Monday,

Tuesday, and so we'd travel on Sunday.

DR. NAG The neeting wth the
comm ssioners will be on the second afternoon or on
the third?

CHAI RVAN CERQUEI RA:  Again, it depends on
their availability, but I think we coul d, dependi ng on
t he agenda itens that we have, we could sort of work
around the Commi ssion neeting.

DR NAG But | nean on the 2nd or 3rd?

CHAl RVAN CERQUEI RA:  On the 2nd.

DR. NAG On the 2nd.

CHAI RVAN CERQUEI RA:  Yes.

DR. NAG The other possibility you have
it on the 3rd.

CHAI RVAN CERQUEI RA: That woul d be the
ot her possibility, although sonetines it's ideal to
try to --

M5. McBURNEY: To neet before.

CHAI RVAN CERQUEI RA:  -- to neet before we
actual ly have the neeting wi th the conm ssioners. But
| would be in favor or -- if that's the only way we
can do it, to do it on the 2nd and 3rd, do it that
way rather than do what we did last tinme which was to

have separate neetings.
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DR. NAG The actual neeting, radiation
oncol ogi sts nmeeting, is the 26th, 27th, 28th, 29th.

CHAI RMAN CERQUEI RA: s that March or
April .

DR DI AMOND: February.

CHAl RVAN CERQUEI RA:  February.

DR NAG | guess the day before --

CHAI RMAN CERQUEI RA: And see the week
after is the cardi ol ogy neetings, sol think the other
option is the 9th. Al right. So maybe if Angel a
could look into the possibilities of either the 1st or
the 3rd for the regular neeting and to finish the
business on the 2nd and to neet wth the
conmm ssi oners.

The ot her thing is John Szabo had come up
with some -- we had questions yesterday about the
subconmm ttee neetings, and he has come up with sone
other information that at 10:15 he's going to cone
down and just take about five mnutes to go over
those. And then the last itemis that Dr. Mller
mentioned the fact that the presentation mnade
yest erday on saf eguards, training and update, sone of
that information may have been covered under the
Saf eguards Act, and we may have to give up our notes

and everything. So, Charlie, do you want to --
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DR. MLLER Yes. W got acall fromM ke

Layton saying sone of the information that he
present ed yest erday may have wander ed i nt o saf eguards
territory. So |l think the best thing to do to be safe
is they will reviewthe transcripts fromthe cl osed
neeting, but in the interim if any of you took
per sonal notes on that session, could we just put your
nane on themand borrowthe back -- | et us borrowthem
back and give themto Angela, and then we'll let the
Saf eguards people look at it. And then if they need
to be redacted because of that, they will be, and
anything that's not safeguards we'l|l make sure we get
back to you.

CHAI RMAN CERQUEI RA: Ckay. Good. Al
right. So we then nove on to our regul ar agenda item
and the first one is SeedSel ectron and 35.1000, and
Dr. Howe will be --

DR. HONE: Okay. What we're goingto talk
about this nmorning is essentially a newdevice that --
well, it's produced by Nucletron, called the
SeedSel ectron, and, actual |y, the SeedSel ectron can be
marketed in a nunber of different formats. The
Nucl etron SeedSel ectron systemitself 1'Il showyou a
picture of, and it is a seed delivery system it is

computer driven, and it has cartridges that include
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the seeds, which are the isotron brachytherapy
sour ces. And the package can al so be expanded to
include additional software that puts three-
di nensional ultrasound inmages, real-time into the
treatment planning part of the SeedSel ectron so that
you can do this procedure in the OR at the tinme of
evaluating a patient. And you go directly fromthe
ul trasound through the treatnment planning systemto
the delivery of the seeds, naking up the seed matri x
and delivering the seeds all at one tine.

kay. el |, let's see what the
SeedSel ectron is. First of all, it's a conputer-
driven seed assenbly and seed delivery system It has
cartridges that are | ocated here that include either
the i sotron seeds or the spacers. The SeedSel ectron
drive cable is connected in here to the needl es that
go into the -- this is used for prostate treatnent,
and this is a viewof the cassettes. One is the seed
itself, and the other is the spacer system

And thisis alowdose renote-afterl oader.
It is conmputer driven, you use the computer to
assenbl e t he seeds i n the configurationthat you want,
and you use the conputer to deliver the seeds into the
patient. You do manually nove each tinme you want to

delivery a new seed train, you'll connect it to a
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different needle that's already inplanted into the
patient. So you'll manual |y reconnect the
SeedSel ectron to the needle that you're using for
del i very. And you can use auxiliary treatnent
pl anni ng systens to do your treatnent planning, and
then you can manually put the information into the
SeedSel ectron. O if you get the conpl ete package of
the FIRST system you will get additional software.

Now, this is the sanme unit that you woul d
see with the SeedSel ectron, but there's additiona
software in here that will connect to the ultrasound
probe is right in here so that you have a spiraling,
t hree-di nensional . You get an i nage of the prostate,
you do your mapping and your planning off of the
t hree- di mensi onal i mage of the prostate here, and then
you use the SeedSel ectron software to map out where
you want to put the seeds and the spacers, and then
you use the SeedSelectron software to deliver the
seeds to the prostate. Yes?

DR. WLLIAMSON: In the -- so the device
actually without -- deposits the seed under notor
control.

DR HONE: Yes.

DR, W LLI AMSON: Once the operator

connects the neter to the device, there doesn't have
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to be a manual intervention to get it to deposit
seeds.

DR HOAE: It will assenbl e the seeds, and
it wll also deliver the seeds by backi ng back out of
the needles that are already placed in. Dr. Nag?

DR, NAG Yes. | think we have to
associ at e sone of the marketing hype fromthe reality.
First of all, isotron does not nean a new seed.
| sotron just neans |-125c --

DR. HOAE: But what it neans is thisis a
specific nodel of a seed and put into a cassette so
that this particular seed is not used independently
for brachytherapy. It is put into this cassette and
used with the seeds.

DR. NAG But what |I'msaying is the sane
as a regul ar iodine seed.

DR HOWE: Absolutely.

DR, NAG So there is no stain in the
seed. Manually we can al ways put a seed baser on our
own, so although the conpany hypes it as sonething
new, it's not really something new in ternms of
radi ati on safety. That's what |I'mtrying to point
out .

DR. HOAE: Well, the device is new then

DR. NAG Ri ght, the device is new. I
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mean you coul d manual |y put the needle in and pull it
out yourself. And here the notor is doing that for
you, so that's -- it's been hyped up, but we have to
differentiate the hype fromthe reality. O herw se,
the way they say it it's |ike a brand newthing. The
online software, | mean for years we have been taking
a conputer up to the OR doing the treatnent planning
inreal tine. So, again, that is not new

DR. HOAE: It's a package --

DR. NAG  Yes.

DR. HONE: -- that comes fromone conpany.

DR. NAG Right.

DR. HOWE: And the other point | wanted to
make is that this is arenote-afterl oader, but it's a
| ow dose renote-afterloader. And nost |ow dose
renote-afterl oaders have a certain activity source
that goes into a dwell time and then cones back out.
This is different because it is permanent inplant. So
if youwere to look at the regul ations for the renote-
afterl oader, even the | ow dose after-|oader, you'll
find that there are many parts of the regulations in
600 that don't apply to this particul ar devi ce.

So then you look at its unique
characteristics, and you say, well, the actual

delivery of the seeds into the prostate, the pernmanent
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i mpl ant aspects are very simlar to, as Dr. Nag said,
as the manual Dbrachytherapy. But there are the
renot e-afterl oadi ng aspects of the device that don't
fit intothe manual brachytherapy. So what we' ve done
is we've said, okay. our basic guidelines are if you
can fit a device or a drug exactly into a portion of
the regul ation, that's the portionit goesinto. This
particul ar devi ce does not fit exactly into 600 and it
does not fit exactly into 400. And if it doesn't fit
exactly into one of those categories, it goes into
1000.

So the next thing you do is you try to
figure out what are its unique characteristics and
what are its characteristics that are simlar to the
rest of the regulations? Part 35 has just been
revi sed. It tries to be performance based, risk
i nformed, and so we don't want to rei nvent any wheel s.
So what we do is we sit down with this device and we
say, okay, which attributes does it have that can fit
under 400, which attributes does it have that will fit
under 600? And you start at the beginning of the
regul ati on and you go through and you identify those
elenents that fit it well and you keep those el enents.
And then you identify those el enents that don't fit it

wel | and you devel op gui dance for those particul ar
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parts. And we do have a Section 3512.

And ny next question before | get to you,
Dr. Nag, is how many peopl e brought their regul ations
with then? OCkay. |f you don't have your regul ati ons,
| made copies so that we can follow al ong. Ckay.

CHAI RVAN CERQUEI RA:  Dr. Vetter and Dr.
Wl liamson got extra credit for bringing the --

(Laughter.)

M5. McBURNEY: That's right.

CHAI RVAN CERQUEI RA: | have them | just
don't know whi ch version to use.

DR. HOWE: Well, hopefully, I've givenyou
t he nost current version. Dr. Nag?

DR, NAG Yes. Actual 'y, al nost
everything is the sane as any pernmanent i nplant. The
only difference being that the -- you have everyt hing
t he same as a permanent inplant. Only that |ast part

where i nstead of manual |y pushing the needle in, it's
a nechani cal thing that is pushing the needle in. So
all the regulations and all the steps are the sane as
a permanent inplant.

DR HOWE: But there are additional
requi renents for the 600 that address the device and

the functioning of the device and its use that are

applicable to this unit too. So what you're saying
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about -- is true, but there are also sonme other
aspects on the device that cone into play with 600.
And one of the first things you do is we use 3512 to
provide this information -- to submt an application
to use this device. And in 3512, you have to submt
a 313, which includes a 313(a), and you have to
identify facilities, individuals responsible for the
radi ati on safety program and the radiation safety
pr ogr am

And so the first thing we're going to | ook
at is who can be an authorized user for this? Wll
it's both  manual brachyt herapy and renote-
afterloading. So, clearly, the renote-afterloading
peopl e understand the conmputer-driven aspects of it,
the manual brachytherapy people understand the
per manent inplant seed part. So thereis noreasonto
excl ude either one of these types of authorized users
fromusing this device, provided that they have --
that we ensure they have the training and the other
aspect that is not covered under 600 or under 400.

DR, NAG Again, | think | went even
further, because all the training you needis the sane
as the manual brachyt herapy because online treatnent
pl anning i s done i n manual systens. The conputers are

pl anni ng where the seeds are going. That is also in
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t he manual system Again, | want to point out the
only difference is instead of you manual | y pushi ng t he
seeds in, it's the machi ne pushing the seeds in. So
everything is the same as the manual pernmanent
brachyt herapy system

DR. HONE: And | think you'reright. It's
just that in 35.490 and 35.940 there wasn't a
distinction to pull out the interfacing that cones
into the 690. So I think what |'ve essentially said
here is that if you' re an authorized user with 490 or
940, with work experience in renote-afterl oading
brachytherapy, and in that | just went to the key
points of the renote-afterloading work experience
criteria that tal ked about nore of the interfacing.

DR. W LLI AMSON: What is 960 just for our
ref erence?

DR. HOAE: Nine-forty. This is 490, 940.
This is the manual brachytherapy.

DR. W LLI AMSON: Okay. Al right. | see.

DR. HOWE: Ckay. | may m sspeak sone
digits here.

DR. WLLI AVSON: Yes. So you nmean for an
aut hori zed user either under 400 applications or 600
applications would be acceptable is what you nmean to

say.
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DR. HONE: And what |'msaying is that in

this particul ar case, because I' m-- you use 490, 940,
but you want t hose i nterfaci ng experi ences, which you
may already have because that's how you do nanual
brachyt her apy. But in our regulations it's not in
there, okay? So | don't think this is a huge hurdle
or a hurdle. | think it just has to be expl ai ned.
And then the HDR peopl e you neet the criteria of 690,
960 with work experience in manual brachytherapy.
Now, | think probably if you cone through your
residency prograns, Yyou probably have nanual
brachytherapy in addition to HDR and --

DR WLLIAMSON: It's arequired conponent

of the ACGVE approved residency.

DR. HONE: Right. And what our -- | have
nore detail ed gui dance that just pulls out -- if you
| ook at 490 and 690, you'll see that there's sone

el enments i nthe experience part that are just slightly
different, because one is nore instrument oriented,
and the other is nore purely treatnent oriented.

DR. NAG | agree with Nunmber 2 because
even if you have renote-afterl oadi ng experience for
per manent brachytherapy, you do need the nanual
brachyt herapy. But | don't agree with your Nunber 1

because basical |y sonmeone who can do a per nanent seed
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i npl ant can basically do -- you know, use this w thout
knowi ng what an HDR afterloading is.

DR. HOAE: Well, this was not supposed to
be HDR experience, it's supposed to be --

DR. NAG Yes, renote-afterl oading.

DR WLLI AMSON: She's basically sayingit
can be either one, Subir, so | don't see why there's
a probl em

M5. McBURNEY: Yes. And | think that you
do need sone experience or the training from the
manuf acturer, even if --

DR. NAG Yes, always.

M5. McBURNEY: -- all you've been doingis
manual , because the nuances of that device.

DR. WLLIAVMSON: O even if you have been
doing HDR, you still need --

M5. McBURNEY:  Sure.

DR, W LLI AMSON: -- training on the
specific device. So | think the inclusiveness of the
order seens quite appropriate.

M5. MBURNEY: Ri ght. That seens
reasonabl e.

DR. HONE: And if you | ook at the el ements
for the 490 that | would look for that are not

addressed in 490, they will be preparing treatnent
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pl ans, calculating doses, using survey neters,
sel ecting the proper dose and how its adm nistered
using renote-afterl oaders. That's not a high barrier.
| think those things are al ready bei ng done, it's just
that they're not in 490 right now. They're over in
690. So those are the tasks that you woul d indicate
you have wor k experience in.

DR. NAG Ckay. Now, again, | don't want
to bel abor the point, but the way you have it soneone
who has excel | ent know edge of per manent
brachyt herapy, has never done a renote-afterloading
brachyt herapy will not be able to use this system and
that's what | object to.

DR. HOWE: (kay.

DR WLLIAMSON: Well, is that true?

DR.  NAG Yes. The way you have it
witten hereit is. Theway | readit, that if |I came
to a permanent inplant and | have done that for 20
years and | have never done a HDR, | wouldn't be able
to use the system which is wong.

DR, W LLI AMSON: So do you consider
accept abl e experi ence to suppl enent 490
qual i fications?

DR. NAG Yes.

CHAI RVAN CERQUEI RA:  Ral ph?
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MR. LIETG | guess kind of if we can --

" mtrying to understand, and nmaybe you can refresh ny
menory, is why does this fit into the 600 al so, just
sinmply because it's renote?

DR HOAE: It is arenote-afterl| oader, so
it would gointo 600 automatically. But if youtryto
fit it in 600, youcan't fit it into 600 because it is
really a cross between the two. It is nore like a
per manent inplant in certain aspects. It is a device
with the characteristics of renote-afterloading in
anot her.

MR. LI ETO | ask Jeff a question.
Renot e-afterl oaders | al ways t hought you coul dn't be
in the room --

DR. NAG No, no. That's high-dose rate
renot e- af t er| oader.

MR LIETG Is that just --

DR. DIAMOND: The reason this is a hybrid
i s except for this one device, whichis newand | have
not used, the purpose of having renpte-afterl oader is
so that you can deliver a high dose rate source renote
fromthe patient and the source protection. In this
particul ar case, the reason they're using a renote-
afterl oader systemis because there's a sense or a

claimat | east on the basis fromt he manuf act urer t hat
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by havi ng t he seeds del i vered nmechani cal |l y as opposed
to under manual dexterity, you'll have a nore uniform
spacing of the seeds and therefore a nore perfect
i mpl ant .

So, really, although it is a renote-
afterl oader, the entire basis, the entire logic of it
being a | ow dose rate systemreally pushes it nuch
nore towards the 400 series with the exception that
it's a device delivering it.

M5. McBURNEY: But it's a device.

DR. WLLIAMSON: It's an automated seed
positioning device, | wuld say, rather than --

DR. HONE: Well, it's al so a seed assenbly
and positioning.

DR. WLLI AMSON: But there are other such
systenms besides this that assenbl e seeds.

DR. NAG Yes. Manually you can do that.

DR. HOWE: Manually, yes.

CHAI RVAN CERQUEI RA: Di ck, you've been
waiting patiently.

DR VETTER Well, if a person has -- if
an authorized wuser has experience wth rmanual
afterloading and receives training from the
manuf acturer onthis device, wouldn't that satisfythe

requi rements?
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DR. HOAE: Well, | think what |I' mhearing

you say is that | could probably keep nost of ny
el ements except for the one wth using renote-
afterl oaders and nake that nore -- that can be net by
t he user training and experience under the vendor.

DR NAG Yes.

DR.  HOWE: Not user training but the
vendor training.

DR, W LLI AVSON: It is really an
incremental advance upon an already established
clinical art.

DR, HOWE: Yes.

DR. WLLIAVSON: | agree. If you were
going to require sonme additional kind of renote-
afterl oadi ng experience beyond normal training and
famliarization with this device, | think that woul d
be a m st ake.

DR. HOAE: Okay. And then when you go to
600, you look at the things that are not in 600
because of the type of devices you have, and you end
up with tasks like ordering, receiving, unpacking
radi oactive materials safely, perform ng the rel ated
radi ati on safety surveys, preparing, inplanting and
renovi ng brachyt her apy sour ces and mai nt ai ni ng runni ng

i nventories. Because an HDR person doesn't have to do
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any of those things. So those are not high barriers
to the 690 person either, but those are inportant
el ements that they may not do every day.

Now, we have not put -- | have not put any
hours on this because it's performance based, okay?
Different people are at different |levels. You may be
t hr ough a resi dency programthat you' ve handl ed manual
and renot e- af t er| oadi ng, so you cone al r eady pr epar ed,
okay? Now, the next one is --

CHAI RVAN CERQUEI RA: | guess sort of as
somebody who isn't involved in this area for the
radi ati on oncol ogi sts in the room | nmean what you're
basically doing is you're basically wusing the
ultrasound to define where to put the seeds, and t hen
t he conputer algorithmw Il | ocate t he coordi nates and
do the inplants. But how well validated is the
al gorithn? How consistently does it --

DR. NAG This has been done for many
years by --

CHAI RVAN CERQUEI RA:  Manual Iy, right.

DR. NAG You know, the conputer has been
t hrough the treatnment planning for many, many years,
but what we used to do is after the conmputer gave the
coordi nates, we were nmanually pushing and you can

assenbl e the seed and spacer outside manually too.
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And then were pushing the needle in and putting the
seed in manually. The only difference here -- the
computer part is not new, the conputer treatnent
pl anning is not new, seed and spacer assenbly is not
new. The only new thing is instead of nmanually
pushing that seed train in, a robotic system is
basically pushing it in.

CHAI RVAN CERQUEI RA: But | guess the
questionis how-- | nean wi th conputer al gorithns, if
you're off by 90 degrees or sonething, you could
basically --

DR NAG Yes. That has been well
regulated with inplants for the last ten, 15 years.

DR WLLIAMSON: That's also covered in
t he provi sion which replaced the QW, which outlines
a mnimal protocol for conm ssioning radiotherapy
pl anni ng systens in general.

CHAI RVAN CERQUEI RA:  Ckay.

DR W LLI AMSON: So that woul d be covered,
at least froma regulatory point of view

CHAI RVAN CERQUEI RA:  Yes. Dick?

DR VETTER: Wien placing the seeds
manual |y, the radiation oncol ogist or urologist is
very careful that the seeds don't follow the needl e

when you w thdraw it. What prevents that from
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occurring in this case with the renote-afterl oader?
VWhat prevents the seeds frombeing drawn out with the
needl e?

DR NAG I think the manufacturer can
probably tell alittle better about mechanism but |
know basically the needle sort of -- you join it and
the needle gets pulled out with the seeds remnai ning
there. But if one of the manufacturers wants to tell
alittle nore detail, they can.

DR. HOAE: | think the needle stops --

DR WLLI AMSON: If the manufacturer would
like to cone to the mcrophone, we'd wel cone your
i nput .

DR VETTER The needle has to be
wi t hdrawn, and the seeds will follow that needle --

DR. NAG No, if you have a stylet.

DR. VETTER: Oh, the machi ne has a stylet?

MR HORN: Good nor ni ng. My nane is
Raynmond Horn. [I'mw th Nucl etron Corporation, and I
have the business responsibility for this product.
The SeedSel ectron uses a push wire, and that push wire
remains in place while the needle is pulled back for
the length of the seed spacers. And then the push
wireis retracted so the claimof the manufacturer is

that this is done in a repeatabl e way as opposed to a
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manual nethod, which is conmpletely based on the
dexterity of the clinician.

DR. HOWE: kay. So the next area is in
renote-afterl oading you have an authorized nedi cal
physi ci st. And in looking at this the authorized
nmedi cal physicists, the only ones we list on our
license are those that are actively dealing with HDR
units, teletherapy units and ganmma knife units. Now,
if we required an authorized nedical physicist, we
woul d be el i mi nati ng those nedi cal physicists that are
dealing on a daily basis wi th nmanual brachytherapy,
and so | believe that we want to have a physici st that
does not have to nmeet all the requirenments of the
aut hori zed nedi cal physicists. So |'ve given thema
nane, permanent inmplant |ow dose rate renote-
afterl oader nedical physicist.

(Laughter.)

DR. HOWNE: Just to clarify that this is
what they're capable of. And who would | put inthis
category? Cearly, | would put an AMP with work
experience in manual brachytherapy. | don't think
t here's any question about that. The next one is how
do | characterize those people that are not qualified
to be AMPs because they're not -- and the other thing

isthisdevicew |l gointofacilities that don't have
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HDRs and tel etherapy units and gamma knives, and so
there won't be any authorized nedical physicists
listed on the license. So | can't use an authorized
nmedi cal physicist listed on the |icense.

DR. WLLI AMSON: Unl ess they do strontium
90 t herapy.

DR. HOWE: But they won't always be in
Puerto Rico and Hawai i .

(Laughter.)

So this device will go other places. So
| said, okay, let's use what we currently have: Board
certifiedw thwork experience i nmanual brachyt herapy
and full calibration measurenments and period spot
checks for | ow dose renote-afterl oaders. What | did
was | picked those elenments that | thought were
probably nore under --

DR. WLLI AMSON: Ckay. So sone questions:
Board certified by whon? What woul d be the criterion?

DR. HONE: The sane boards that you see in
the --

DR WLLI AMSON: Subpart J?

DR HOWE: In Subpart J.

DR, WLLI AVSON: And when Subpart J
di sappears, then what?

DR HOAE: Then it will be the boards that
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are recognized for the 600 authorized nedical
physi ci st s.

DR. WLLI AMSON: Are these seeds when t hey
are supplied by the vendor, do they come in cassettes
or does the operator nmanually load them into
cassettes?

DR. HOAE: The do cone into -- they cone
in cassettes. You' re not supposed to take them out
until you get ready to ship them back, but you can
al so ship them back in the cassettes.

DR WLLIAMSON: And what calibrate --
where's the vendor person? What provision is there
for the user tocalibrateor toverify the calibration
for the seeds?

MR. HORN: Sure. The seeds arrive pre-
sterile and pre-shielded, and |I'd point out that we
cl ai mhi gher | evel of red radi ati on safety and ease of
use with this product than even the manual nethod.
They conme with a certificate of calibration. Then the
user woul d exci se one of the seeds into -- or nultiple
seeds into a well chanber. W nmake an insert that
fits PTWor standard inmagi ng chanbers that connects
directly, so there's no manual handling of the seed,
and then the insert is placed in the well chanmber and

t he standard neasurenents are nade the way they are
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now. The activity level is entered into the planning
system exactly as you would now with the manual
system Does that answer your question, Jeff?

DR HOWE: The part that hasn't been
addressed yet is that in Part 35, both for manual
brachyt herapy and HDR, seeds have to be calibrated in
accordance with nationally recogni zed standards and
using instrunmentationthat neets the qualificationsin
630. And so if the manufacturer can provide evi dence
that that's how the seeds are calibrated, then the
i censee can use the certifications comnginfromthe
manuf acturer that these are the seeds in a certain
activity and then do a check. Does that hel p answer
your --

DR. WLLIAMSON: | guess. One followup
question for M. --

DR, HOWNE: Horn.

DR. NAG  Horn.

DR. WLLIAMSON: -- Horn, M. Horn. The
APM prot ocol for doing thisis currently specified by
Task Group 56, whi ch suggests you shoul d ask, say, ten
percent of the seeds. 1s there a provision for when
you calibrate these seeds not violating their
sterility in being able to get them back into the

cassette?
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MR HORN: No. You consune the seed when

you use it for an external calibration. And |l
point out that the system wll also provide 100
percent relative check on each seed, and you can
generate a report that provides the variance.

DR. W LLI AMSON: Is there sone sort of

detector --
MR, HORN.  Yes.
DR WLLIAMSON: -- inside the machi ne?
MR HORN: So there's a detector.
DR. WLLI AMSON. What ki nd?
MR. HORN: | don't know the exact diode
makeup.

DR. HOVE: And so by -- as you'll see
| ater, by using sone of the criteria in 35.400, the
user and the facility can use the nmanufactured in
pl ace of having to nmeasure each seed i ndividually but
t hen can use the machine to kind of verify a relative
preci sion, not accuracy.

DR. W LLI AMSON: One additional question
about this. At | east sone systens that have been
proposed and some that have been put together or
assenbl ed by i ndi vi dual institutions on an
i nvestigational basis actually have feedback between

the two parts of the system so that there would be
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some mechani sm for determ ning where the seeds were
posi tioned, feedingthisinformation back to treatnment
pl anni ng, and then the conputer woul d churn away and
devel op a nodified treatnment plan that woul d take into
account positioning errors. Is there any such
f eedback | oop with this systemthat you know of ? 1Is
there, for exanple, a seed position detection
capabi lity beyond sinply positioningthe needleinthe
stylet at a given coordi nate?

MR. HORN: So the systemhere that we cal |
the -- has the trade nane of SeedSelectron is
specifically the automatic delivery nmechanism and
that's, | believe, what's at question for |icensure.
W make treatnment planning systens that can be used
with this that allowfor not an automatic but a manua
identification of seed juxtaposition or needle
positioning. But that's all conposedin the treatnent
pl anni ng systemand it's not part of the seed delivery
systemitself.

DR. HOWAE: Actually, what --

DR. WLLIAMSON: [I'll repeat ny question
because it didn't get answered. So, a --

DR HOWE: But let me just clarify one
point first. Wat |I'mproviding guidance for is not

j ust the SeedSel ectron but al so the SeedSel ectron and
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the FIRST. And it depends on whether they buy the

SeedSel ectron independently or they get the whole
package on the FI RST, because the FI RST does bring in
acriteria for 600 on computer programverification.
And so if you're getting the FIRST, you' ve got to go
over there and nake sure you neet that criteria. |If
you're just getting the SeedSel ectron, then you have
to verify your conputer treatment planning prograns
under 400. So this guidance will cover both packages,
t he SeedSel ectron by itself and al so the FI RST, which
will be your treatnment planning programwth it.

DR. WLLI AMSON: Does the SeedSel ectron
claimto have the capability either through anal ysis
of the ultrasound i mages or by fusion of radiographic
projections with the ultrasound i mages, of being able
t o i ndependently confirmthe | ocati on of the seeds and
t he capability of feeding that i nformation back tothe
treatnent planni ng systenf

DR. HOANE: | don't know whet her t he FI RST

HORN: The answer to that is no.
W LLI AMSON: Ckay. Thank you.

HOAE: | thought the FIRST --

T 333

NAG There is no system that can

identify the seed reliably on ultrasound after the
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position. | nean the closest you can do is say this
is whereit will drop and therefore assune it's there
or you can manually locate wthin one or two
mllimeters of where you dropped it and say, "I think
this spec is the seed.”

DR. WLLIAMSON:. Well, there's actually
one conmerci al product that clainms the capability of
doing that, so that's not conpletely true.

DR.  HOWE: So ny question to the
manuf acturer is what about the FI RST systenf? Does the
FIRST systemsay it can identify that the seeds are
pl aced?

MR.  HORN: It does not automatically
identify themw t hout manual intervention of the user.

DR. HOWE: (kay.

MR. HORN: It is possibletoidentify them
in the plan manual ly.

DR. HONE: So then | have -- getting back
to ny nedi cal physicist, | have an alternative pat hway
and that is that you neet -- you have training and
experience in the elements that are in manual
brachyt herapy and those things for | ow dose renote-
afterl oaders, so that you can cone through by either
bei ng an authorized nedical physicist, being board

certified but having your experience in nmanual
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brachyt herapy or bei ng a nedi cal physicist that's not
board certified but nmeets the trai ni ng and experi ence
criteria that would have nmade you eligible to be an
aut hori zed nedical physicist if you had HDRs,
t el et herapi es and ot her things.

CHAI RVAN CERQUEI RA:  Di ck?

DR, VETTER How many | ow dose renote-
afterl oaders are there in the country?

DR NAG Handful .

DR VETTER Yes. | just don't think
t here are many physicists that would fit category 2 or
3.

DR. HOWNE: Okay. Then what | can also do
here is | can address the el ements |I' ml ooki ng for and
put the | ow dose renote-afterl oadi ng experience into
t he vendor training part.

M5. McBURNEY: Yes. That woul d work.

DR WLLI AMSON: That would work better,

yes.
CHAl RVAN CERQUEI RA:  Ral ph and then Dr.
Nag.
MR LIETG | really think we're making a
mountain out of a molehill here, because if a

physicist is qualified to do manual iodine seed

brachyt herapy, they should be qualified in the
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radiation safety aspects in ternms of control,
accountability and treatnment planning. | think we
really -- this newdefinitionis really unwarranted,
because if you're going to do this for this type of
device, then ny feeling from a radiation safety
standpoi nt would be, well, why don't you do it for
anybody t hat does iodine seed inplants, even if it's
manual ? Why shoul dn't t hey have t hose qual i ficati ons?
And right now you don't.

CHAl RVAN CERQUEI RA:  Dr. Nag?

DR. NAG Yes. Actually, that was part of
my point that, a, are you going to -- because of the
renote-afterl oader, are you going to have the
Wi tnesses that arerequired to be on-site at all tine,
because that's not needed. | nean in the sane ki nd of
i npl ant where we are using a computer online, you
don't have wi t nesses standi ng by you at all tines; you
don't need to. And are you going to be asking
W tnesses to be on-site. Basically, all you need is
same as t he aut hori zed user, sonmeone with training and
experience in mnual brachytherapy wth vendor
training in the renote-afterloading portion of it.
That's all you need.

DR. HONE: The criteria |l was going to use

for who had to be physically present was going to be
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this particular nmedical physicist --

DR NAG Wy?

DR HOWE: -- or an authorized user.

DR. NAG Okay. Well, authorized user to
be there. He's the one pushing it in.

DR. HONE: And then if you had t he nedi cal
physi ci st there, you could al so have sonebody under
t he supervision of the authorized user.

DR. WLLI AMSON: Like aresident, | guess,
but that would -- I'mwondering if this couldn't be
simplified to put in sonmething that's equivalent to
the old alternative, the Subpart J alternati ve pat hway
or board certification and the equival ent of vendor
supply training in this specific system | nean |
t hi nk that woul d cover it.

DR. HONE: Well, essentially what | have
is | have board certification here.

DR W LLI AMSON:  Yes.

DR. HOAE: And then | have the alternative
pat hway. And the reason |'mnot identifying these as
aut hori zed nedi cal physicists is because they may not
be at a facility where you woul d have an aut hori zed
medi cal physicist. So | did not want to exclude --

DR. WLLIAMSON: No, | appreciate that.

It's just the additional conditions that have been
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poi nt ed out that LDRrenote-afterl oadi ng experienceis
rather rare.

DR HOAE: Right.

DR. W LLI AMSON: Secondly, those renote-
afterl oading devices are not this device. And,
really, what is needed is specific training and
practice with this system

DR HONE: Ckay.

DR WLLIAVSON:. | nmean that's what we
woul d say. So | would say there's -- it's certainly
useful experience to have had either high dose rate or
conventi onal | owdose renote-afterl oadi ng experience,
but it isn't -- it's neither necessary nor sufficient
t 0 guar ant ee sonebody can use this device. So |I'd say
the m ni mumwe want is --

DR. HOWNE: So essentially take this part
out and put it into the vendor training.

DR WLLIAMSON: -- sort of a conmon core
requirenents for the alternative pathway or board
certificationandan appropriateorientationwiththis
specific system

DR. HOAE: Ckay. And nove the experience
part into the vendor training.

DR, WLLI AMSON: |"d say that would be

reasonabl e, |ike you have -- has been proposed --
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CHAI RVAN CERQUEI RA:  So, Ral ph, are you

happy with that or do you have --

MR LIETO. No, because -- well, let ne
ask, do you have requi renents for manual brachyt herapy
for physicist requirements in the regul ati ons?

DR HOWE: For strontium 90.

MR. LIETO For any of the other -- for
i odi ne seeds or anything like that?

DR. HOAE: We had one that you had to --
t he aut horized nedi cal physicist had to sign off on
sonething and the rule was changed so that it's now
the person that's doing it has to identify, but they
don't have to be an authorized nedical physicist.

MR. LI ETO So, again, | think we're
maki ng nore regul ations, andit's not goingto inprove
anyt hi ng regardi ng radi ati on safety on howthings are
done in the clinical environnent, okay? There's not
been anything that's denonstrated a problemw th the
manual i odi ne seed brachyt herapy, so why are we naki ng
it that they have to be an AMP, okay? | nean there
are situations where you nmay not have an AMP t here or
a board certified physicist.

DR. HOAE: That's why |'m saying --

DR WLLI AMSON: Vell, | think that's

maybe the questi on.
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DR. HOWNE: That's what |'msaying is you
don't have to be an AMP.
MR. LIETG Then let's not put it in the
regul ations is ny point. Wy does it have to go under
regul atory space?

M5. McBURNEY: It's not a regulation, is

MR. LI ETO Well, it's going to be a
license condition. Soin a sense what you're doingis
maki ng a regul ati on.

DR. WLLIAMSON: Ral ph, are you arguing
that NRC should not require as a condition of
licensure of this device that any physicist be
i nvol ved? Maybe that's what you're saying because
right now manual brachytherapy doesn't require a
physici st to be invol ved.

MR. LIETO Right. | nmean | guess pretty
much that's what |'msaying. |In the real sense, in
the real world, pretty much there's al ways a physi ci st
there, pretty much, okay? But | just --

DR W LLI AMSON: | woul d be unconfortabl e.

DR NAG No. If --

DR. HOWE: | know, but even with our wor st
manual brachyt herapy m sadm ni strations, there al ways

seenms to be a nedical physicist that was present.
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CHAI RVAN CERQUEI RA: So it sounds like

we're in favor of keeping that in. And, Dr. Howe, |'m
| ooking at the tinme and t he nunber of slides that you
have |left. Are we going to be able to cover
everyt hi ng?

DR HOVWE: Wll, | can do -- the next
t hing you have to do is you have to do the radiation
safety program In the radiation safety program |'m
sayi ng you use -- you go to the regul ati ons and what
the regulations -- the regulations that pertain for
per manent inplant brachytherapy in Parts A through C,
then you follow those. And those parts of the
regulation that pertain to |low dose renpte-
afterl oaders in A through C you follow those. So
you' ve captured everything and then there are a few
t hi ngs that may not be captured quiteright. And this
one you may or may not like. W' re having problens
defini ng what conpletion of the procedure neans. So
| wanted the |icensee to define for this particular
procedure what do you nean by conpletion of the
procedure in the witten directive so that we have a
-- everybody has a fair understanding of how you
determ ne that you delivered what you expected to
del i ver?

DR. NAG But that's the sanme problemw th
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any permanent inplant, even the manual pernanent.

DR HOWAE: Absolutely.

DR NAG | think what I"'mtrying to say
that you are making it unnecessarily conplicated
Only thing you need to do with the whole systemis
make it the sane as a permanent inplant, requirenent
for authorized wuse, requirenent for wtnesses,
requi rement for everything else, plus training from
t he vendor on the use of the equipnment. That's the
only sentence you need to add. Everything else wll
foll ow automatically.

DR WLLI AMSON: Vel |, in mnual
brachyt herapy there i s norequirenent for a physicist.

DR. NAG Right. So why do you need it
her e?

DR. WLLIAVSON:. Well, | think you do.

DR. NAG Why? | nean then you will need
for it a manual one.

DR. WLLIAVMSON: But | certainly would be
very unconfortabl e going on record supporting that we
don't need a physicist involved.

DR.  NAG But then we are seeing a
permanent inplant in the OR using computer, using
treat ment pl anni ng, agai n wi t hout any wi t nesses. What

difference is this? There's no difference at all.

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

298

The only difference is instead of us putting the seeds
in manually we are connecting it and letting the
machi ne push it in.

DR WLLIAMSON: Well, theonly difference
between renote-afterloading is that a nmachine is
putting the source in place and then automatically
retracting it.

DR NAG Right.

DR. WLLIAVSON: And we've come to the
concl usi on that that device requires sonme supervision
or review, an assessnent, conmi ssioning and so on by
an aut horized nedi cal physicist.

DR, NAG The conm ssioning of the
machi ne, not placing of the seed.

DR. W LLI AMSON: Even sonet hing as sinple
as the Novoste renpte-afterloading device also
requi res an el ement of physics attentioninregulatory
space. So why woul d you think that this el ement does
not ?

CHAI RVAN CERQUEI RA: So we're getting --
Ralph and Dr. Nag feel that you don't need a
physi ci st. Now, Dick, you felt that it was very
i nportant to have one.

DR VETTER: Well, 1'd be -- sincethisis

a new device, | have no experience with it, perhaps
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that's why I'm a little -- 1'd be a little
unconfortable w thout having a physicist involved
relative to confirmng the treatnent, not the actual
i mpl ant procedure but confirm ng the treatnent plan,
maki ng sure things are working out okay, and then if
there are probl ens that devel op, having a physici st
involved in investigating those.

DR NAG Right. | nmean |I'mnot agai nst
havi ng t he physici st as part of the whol e plan, onthe
team but | don't think you need a physicist to be
physically present there for each application.

DR. WLLIAMSON: This isn't even being
argued. This is not being argued.

M5.  MBURNEY: No, that's not being
ar gued.

DR, W LLI AVSON: We're talking about
qual ity assurance -- and spot checks and basically
having a physicist involved in the assessnent and
i npl emrentation of this device. Donna- Bet h has not
nmenti oned physical presence. | would agree with you
that we don't need to require physics presence at
every single treatnent. | think the physicist naybe
can substitute for authorized user under sone
ci rcunstances that's been deci ded previously, but we

haven't discussed that yet.
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CHAI RVAN CERQUEI RA:  But, Donna- Bet h, how

do we t hen make sure that there's a physicist invol ved
at sone point during this procedure but make it clear
t hat during the actual procedure itself the physicist
doesn't have to physically be there?

DR. HONE: Well, | think you really do
that through physical presence, but because you
i ndi cat e t hat you have t o have one of t hese physicists
or the authorized user physically present, that
doesn't nmean the physicist has to be physically
present every tinme, but that tells you that there is
an authorized nedical -- there is a physicist that's
involved inthis procedure, that's going to be |isted
on the license, and he's going to do what he's
supposed to be doing. And then the |licensee has the
option of having either the physicist or the
aut hori zed user or someone under the supervision of
t he aut hori zed user present during treatnent. But you
get at it, | think, through physical presence, because
that's where you say | need a mnedical physicist
associated with this device.

DR. WLLI AMSON: The inplenentation of a
systemin clinical practice through the full and spot
check calibrations. Really, that's all that's being

di scussed her e.
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DR. VETTER. | think | |ike that, because

then it allows the |icensee to have the urologist
actual ly present rather than the authorized user, but
t he physicist would have to be there. So one or
other. The authorized user, the physicist, urol ogi st
can work on a team and deci de which of the two, the
aut hori zed user or the physicist, would be present
during the actual procedure. | like that. That gives
some flexibility.

M5. McBURNEY: | do too.

CHAI RVAN CERQUEI RA:  Ral ph, do you want to
make a comment ?

MR. LIETG Thisis where we're getting --

like here, they're talking about the physical

presence.
DR NAG Yes.
MR. LIETG And 615 requires --
DR HOWE: And this is a confornng
change. In other words, 615 doesn't fit exactly. So

t here's a conf orm ng change for physical presence, and
t hat would be either/or.

DR WLLIAMSON: It's either/or.

DR. HOWE: Not both; either/or. But that
does say that there's a physicist with the right | evel

of training and experience associatedw th this device
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sonewhere i n the process, and securing the room This
is a conform ng change to 610. Six-ten says you've
got to have the room | ocked whenever the device is
there. This thing has cartridges. Wen you finish a
procedure the cartridges are taken out and t he devi ce
has no radi oactive material. So they're conform ng
changes. You only have to have it secured when the
sources are there. So there are conform ng changes to
address this device and the fact it does not need al
of the bells and whistles that you see in the regul ar
part of the regul ati ons.

CHAI RVAN CERQUEI RA: So it seens |ike we
have agreenment on what we want to do, and | guess |
woul d ask the people the way it's witten would it
basically assure that a physicist is involved at some
point, yet allow the flexibility at the time of the
actual inplantation you're not going to put undue
burden on the teanf

DR. WLLIAMSON: | think it hangs on how
exactly we define the m ninumrequirenents for ful

cal i brati on neasurenents.

DR. HOWE: In the full calibration
measurenents, what | did was | |ooked and | said,
well, nost of these things really don't pertain to

thi s devi ce.

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

303
MS. McBURNEY: Right.

DR. HONE: So | went through and | said do
you have to calibrate it every time you change the
source? No, because this gets new sources every tine
it's used. So, first use, annually you need to check
the device to make sure it's working, and | went
t hrough and just fit it for this device. And | think
you'll see | have extra slides that -- well, | guess
they don't go into too nuch detail, but --

DR. WLLIAMSON: |'mcurious to know what
you canme up with as the sort of required el enents.

DR. HOWE: Ckay. So for radiation safety

DR. WLLI AMSON: You coul d make it either
very reasonable --

CHAI RVAN CERQUEI RA: Let's just try to
keep one conversation going here. Go ahead.

DR. HONE: And so this is just kind of a
qui ck outline. The next slides go into nore detail.
| think these are in A, and we can skip through a | ot
of these. So these are the parts of nmanua
brachytherapy that | think pertain to this device.
Four-ten is except a(l), and a(l) I've nodified to
address -- where is 410? No, not 410. Sorry, that

was 610. These are the manual brachytherapy things
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t hat address permanent inplant. These are the |ow
dose renote-afterl oader elements that | think fit.
And 610 is except a(l), because a(l) says you' ve got
tolock the roomfor the device and the sources aren't
there nost of the tine, so |I'm saying, hey, you may
want to lock it to keep the device fromwal ki ng away,
but it's not a radiation safety problem so you only
have to keep the device secure when the sources are
t here.

CHAI RVAN CERQUEI RA:  Ral ph?

MR. LIETO. This isn't an operating room
Most of these are done in an operating theater, okay?
You can't just -- | nmean securing the roomisn't going
t o happen. You're going to have people coming in and
out .

DR. HONE: And that's what | said. The
only tinme you have to have it under surveillance is a
conform ng change to 610, and that's only when the
sources are there, and then the people are there.

MR, LIETO But this is always done when
you have the seeds in the room It's not anything
different than what's always done when you seed
inmplants inthis type of situation. Wy are we nmaki ng
it --

DR. WLLIAVMSON: | don't knowthat we are,
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but, Donna-Beth, may | make a suggestion?

DR, HOWE: Yes.

DR. W LLIAMSON: | think by putting upthe
nunbers here and not telling us the substance i n words
of what you're recomrending is leading to a lot of --

DR HOWE: Conf usi on.

DR, W LLI AMSON: -- hypot hesi zi ng and
m sunder st andi ng on t he part of the Comm ttee nenbers.
So coul d you li ke make a brief verbal description of
each one of the requirenents and explainin a positive
way what your bottomline is for --

DR. HOAE: Now, | think I'll probably run
out of tinme here.

CHAI RVAN CERQUEI RA:  Yes.

DR. HOLAHAN: | think your | ater slides do
t hat . | was going to suggest that when we get an
application in --

DR. HOAE: W have an application.

DR. HOLAHAN. We have an application in.
We'll send you out the draft conditions that we're
putting on the license to review. Wuld that work?

CHAI RVAN CERQUEI RA: It woul d be ideal to
standardize it so you wouldn't have to review each
application individually.

DR HOLAHAN: Yes. Well, that's what |
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was saying, that we could do a sanple of what we're
pl anning on putting inthe license and send it over to
the ACMUl for review

DR HOWE: But I've got it now in
concurrence. | can make nodifications based on what
| " m hearing, and dependi ng on how quickly the ACMJ
can get back to ne, the |icensee is not going to want
to wait another six nonths. So we may go ahead with
i censing guidance that will get nodified based on
your conments later, and you will see that | -- |
m ght tal k t hi s aft ernoon about energi ng t echnol ogi es.
|"ve got a provision that we're putting up on the web
site that allows people to change their programto
mat ch whatever is current in the web site wthout
having to come in for an anendnent. So it will give
thelicenseestheflexibility torevisetheir program

And t he assunption is that when we revise
the web site as we gain nore experience, we're going
to be reduci ng sone of these things that we've put on
themearlier. So that would kind of nmeet our criteria
to get our |licensee up and running and all owthemt he
flexibility. As you cone out with mybe a rel ease of
an easier systemand we change that on the web site,
the |licensees can take advantage of that. So | think

that's probably our conprom se.
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CHAI RVAN CERQUEI RA: That would be a

preferable system but, Patricia?

DR. HOLAHAN: Well, | was goi ng to suggest
if the ACMJ could | ook at it quickly, we could do it
before -- we could do the first |icense.

DR WLLI AMSON: How quickly is quickly?

DR. NAG One week?

DR. HOLAHAN. One week.

DR WLLI AMSON: One week? Two weeks?

CHAI RVAN CERQUEI RA:  How nmany of these are
we anti ci pating?

DR. HOL AHAN: Vell, we'd like to
standardi ze it.

DR. NAG The first one.

DR. HOLAHAN: The first one, and then we
could send --

DR MLLER 1'dliketo keep ACMJ out of
the |icensing business.

M5. McBURNEY: Right.

DR. MLLER  Because John Szabo told ne
that if you get into that, that puts different ethics
restrictions on you than you currently have as a
commttee. But if you were to |look at a sanple of
standards that we could use, and we get buy-in on

that, well, then | think that gives us a path forward
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that we're all confortable wth.

M5. MBURNEY: Wuld you want our
i ndi vidual comrents or have the Enmerging Technol ogy
Subconmittee send in that way.

MR LI ETO Probably qui cker individually.

DR NAG Individually.

CHAI RMVAN CERQUEI RA: | think so too
because sone of us won't have any real expertise in
t hese areas and be able to give you nuch insight.

t hink just going to the Comm ttee nenbers where they
have the expertise in that area wuld be the
appropriate way of doing it.

DR MLLER |'mconfortable with that if
the Comm ttee's confortablewithif those nmenbers that

are expert in this area nake the comments that the

Conmittee -- they're speaking for the Conmttee.
DR, W LLI AMSON: | will be happy to
volunteer. | think it would be good for ny esteened

physics col |l eague, Ral ph, to also participate.

(Laughter.)

DR.  HOVE: Vell, how tinmely that you
vol unteered him

DR WLLIAMSON: Well, | think the two us
will look carefully and see. | think that the way

we're conducting this, because we're not really
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under st andi ng what Donna-Beth is exactly requiring,
it's difficult to give you the feedback

DR MLLER You're struggling with it,
and you need a way to get past that.

CHAI RVAN CERQUEI RA:  But | guess we have
to make it clear that even though the initial
recommendati ons that go on the web site are published
and avail abl e, that they will be nodi fi ed dependi ng on
the initial application and the reconmendati ons of
this Commttee. | think nost people feel that once
it'"s onthe web site and it's -- you know, it may not
be regul ation but it's guidance and it's difficult to
change.

DR. HOWE: Well, one of the reasons our
35. 1000 guidance is on the web siteis that it is nuch
easier to change it and bring it upto date as we gain
addi tional experience. And I'll be talking to you
t hi s afternoon about just one such case and what we' ve
done, and | think we've done it in a global manner to
make it nore flexible for everybody.

DR. NAG Basically, Donna-Beth, what |'d
like to say is that whenever you re making any
regulation on this, instead of trying to -- just
because the word, "renote,"” is there in all the 600,

basically this is nothing but a 400. Al the
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regul ati on of 400 has to be in there rather than the
600.

DR. HONE: Subir, if you |l ook at the parts
of the regulation that |'ve referenced, you'll see
that if | had an option between a 400 and a 600 and
t he 400 addressed everything | needed, | left the 600
out . | only brought the 600 in when it addressed
i nstrunent calibration, instrunent QA and the types of
t hi ngs you want to do to nake sure the systemis doi ng
what it's supposed to do. So |I've done that bal ance.
And that's one reason that even t hough |' msaying this
isarenote-afterl oader, you' re seeing an awful | ot of
references to 400, because this is also a pernanent
i mpl ant which is nmuch nore closely covered on the
actual inplantation part by the 400 system

DR. WLLIAVMSON: May | nmake a suggestion
to our Chairman? | think since there is the
possibility that there could be sone disagreenent
between the three of us individuals who seemto be
really interested and wi th sonme experience in rel ated
applications, maybe the three of us should be
del egated as like a --

DR NAG  Subcommittee.

DR WLLIAMSON: -- little subconmttee,

wor ki ng group of the Emergi ng Technol ogy Subcommittee
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to get together and try to achi eve consensus so that

we don't present the staff with a divergent body of

opi ni on.

M5. McBURNEY: That was what | was trying
to get at.

DR W LLIAMSON: So we have a conference
call if thisis allowed to sort of go over it and iron

out differences if we have differences in our
i ndi vi dual views.

DR HOAE: | think |1'd alsolike to see at
| east one conference call where you could include ne
and Ruth, because --

DR WLLI AMSON:  Sure.

DR.  HOWE: -- that way you get the
regul at or vi ewpoi nt al so.

DR. NAG And | think we should combine
that with the first application. Send the first
application in --

DR HONE: No.

DR WLLI AMSON:  No.

DR NAG -- we will look in, and then --

DR WLLI AMSON: W shouldn't | ook at the
appl i cati on.

DR, HOWNE: No, no.

DR. WLLI AMSON: W should just | ook at
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the criteria.

DR HOLAHAN: The criteria. Right.

CHAlI RVAN CERQUEI RA: That's the only t hi ng
t hat we shoul d revi ew

DR. WLLI AMSON: Yes. Let's just |ook at
the |icensing gui dance.

CHAI RVAN CERQUEI RA:  Charlie?

DR MLLER | don't want to get ahead of
oursel ves today. | think we need to listen to what
John Szabo's goingtotell youalittle bit later with
regard to sonme FACA changes. | think the idea of
having a small subcomm ttee look at this is a great
i dea, but John's going to give you sone information
concerning when it has to be public, when it doesn't
and what the responsibilities of the subcommttee are
in reporting out to the full Committee in a public
forum So | think that will help better frame how we
proceed on this if we could just --

DR. HOWE: (kay.

CHAI RMVAN CERQUEI RA: Now, who were the
three that -- WIllianson and Subir, okay. Right. |
think -- okay, that's fine. And then we'll talk to
John.

M5. McBURNEY: And Rut h.

CHAI RVAN CERQUEI RA:  And Ruth is --
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M5. McBURNEY: O was.

CHAI RVAN  CERQUEI RA: I's Emer gi ng
Technol ogy.

DR. HOAE: Ruth, is this pretty nmuch your
whol e subcommi ttee?

M5. McBURNEY:  Yes.

DR. HOWE: Wo else is on the
Subcommi ttee?

IVS. Mc BURNEY: Wio was on that
Subcommi tt ee?

DR. HOWE: Jeff, you had a question about
what was going to be the full calibration and the spot
checking. And if you look into your slides in the
ei ght series, you'll see that | did bring forth what
| thought was going to be part of the full
calibration. First one says when it has to be
calibrated before first nedical wuse, and then
followng reinstallationof theunit inanewlocation
or facility, repair of the unit that includes repair
conponent s associ at ed wi t h sour ce exposur e assenbl i es.
So | deleted a lot of the things that were in the 600
series because it just doesn't pertainto this. And
| thought B was in intervals not to exceed a year.

DR. WLLI AMSON: Well, some of this we'll

have to | ook at, because |I'm not sure whether --

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

314
DR. HONE: That's where it is.

DR. WLLI AMSON: -- guide tubes and so on
is relevant to the accuracy.

CHAI RVAN CERQUEI RA:  Charlie?

DR MLLER | think it's critical that
Ruth be involved in this effort fromthe perspective
of the states.

DR HOWE: | do too.

DR, MLLER Since we have agreenent
states that you're licensing and getting the states’
partici pation.

M5. McBURNEY: And several of those states
are going to be anong the first to get applications
for this type of application.

CHAI RVAN CERQUEI RA:  Yes. No, you clearly

should be init. So you' ve got four menbers that --

okay.

DR. HONE: So if you | ook at those slides,
you'll see what |'ve put in and | deleted a |ot of
stuff wunder 600 because | just didn't think it

pertai ned. And as a group, you can di scuss t hat nore.

MR. LI ETG So, Donna-Beth, in your slide
t hese are your recomendati ons of what shoul d be the
spot check content and what should be the full

cali bration content.
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DR. HONE: Yes. And you'll see sonme of

t hese things |i ke when you do source calibration you
go further down, maybe not in this one but you go
further down and you'll see that there is an option
for using the manufacturer's calibration. So that
del etes sone of the things up above it. And that's
the way 610 is witten also, once the manufacturer
confirms that they're neeting our requirenments and
their initial source calibration.

DR. W LLIAVSON: And thereis noreason we
couldn't -- if we had want ed sone detail ed i nformation
about the systemoperation, we couldn't have a vendor
contact and ask them sone questi ons.

DR HOWE: | don't think so.

DR, WLLI AMSON: Ckay.

MR. HORN: Thank you. 1'd be delightedto
al so provide you with --

CHAI RVAN CERQUEI RA: I f you coul d use t he
mc just for the record, please.

MR. HORN: |'msorry. Thank you. | would
also be delighted to provide you with one or two
nmedi cal physicists that are using the system at
acadenmic institutions that -- | think they're people
you know.

DR. W LLI AMSON: That would even be
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better.

CHAI RVAN CERQUEI RA: Could you please
identify yourself for the record.

MR HORN: I'msorry. |'mRaynond Horn.
"' m Nucl etron Corporation. And there are -- for the
record, there are several systens in operation al ready
in North Anerica. Soit's not a question of the first
one to go into operation. It is the question of
approval or guidance for additional systens that are
not in broad scope license |ocations.

DR. NAG How are these, the ones that you
have, how are they being | icensed? Are any of themin
a non- broad scope area?

MR HORN:  No.

DR. HOWE: And that's what we're dealing
with nowis the first application for the non-broad
scope and devel oping the guidance for the limted
speci fic, because we in our regulations require the
broad scope |licensee to do a safety eval uati on before
first use and have the Radiation Safety Committee
revi ew and approve that safety evaluation. So we're
confortable with the broad scopes and figuring out
what they need.

M5. M BURNEY: Where is your conpany

| ocated, and where will the device eval uati on be done
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DR. HOAE: It's been done in Maryl and.

MR. HORN: Nucl etron Corporationis based
i n Col unbi a, Maryl and, so we're | ocal. The conmpany is
a Dutch-based firm

M5. McBURNEY: So Maryl and has done t he --

DR. HOWE: Maryl and has done the seal ed
source and deviceregi stration al ready, sothat's part
of it is done.

Now, this may be controversial. This is
part of procedures for adm nistrations requiring a
witten directive. So |I'm expecting that you guys
will have a |l ot of coments about this. W're finding
nost of our -- this is conputer driven. |[If you get
the FIRST system then you're really tied into the
t r eat ment planning and the three-dinensional
ultrasound. It's all tiedtogether. And we're having
a | ot of m sadm ni strations with prostate
brachyt herapy, and nost of the root causes are
ul trasound i magi ng rel at ed, not beingabletoidentify
wher e t he prostate i's, getting the wong
identification, putting the seeds i nthe wong pl ace.

So |I' mproposing that within your program
to assure that you're delivering what you have witten

inthewitten directive, that you i ncl ude procedures
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t hat assure the specifications for your ultrasound
unit are conpati ble with the SeedSel ectron so that you
really can see themif you' re supposed to be seeing
them and that the probe is properly positioned and
assure that the i mrage systemis properly functi oning.
Now, those would be part of what in the old days was
a Qv program Those are noticed by licensing
conditions, those areinternal procedures that are not
required on the license. So we're just suggesting
that you consi der addressing these issues to try to
assure that you' re delivering what you' re expectingto
del i ver.

DR. NAG Again, I'msorry. How can the
manuf acturer confirm-- this is sonething an operat or
who's putting the systemin has to | ook and see where
the prostate is. | nean you cannot have --

DR. HOAE: Thisisthelicensee' s program
This would be how the licensee ensures that what
they're using is fully functional and is conpatible
and can see what it's supposed to be seeing.

DR. NAG Again, to assure the ultrasound
will be properly positioned. Now --

DR. HOWE: That's the position, the
physici st, whatever the |icensee is.

DR. DI AMOND: Donna- Bet h?
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DR. NAG And howis that different from
a permanent --
DR. DIAMOND: This is ridiculous. | nean
| don't nean to be too difficult here but just when I

read a sentence |ike that or a phrase like that, it's
ridiculous. | mean you're doing a prostate inplant.
Who the heck is going to do a prostate i nplant if they

can't reasonably visualizethe prostate gl and? That's

like telling me that | should go and nmeke sure the
patient's alive before | treat the patient wth
radi ot herapy, | nean it's just ridicul ous.

DR. NAG Except that | know that there
have been cases where the person who's doing an
inmplant for the first tine is putting seeds in the
bl adder . But you cannot -- | nean in a permanent
i mpl ant the same things happens.

DR. HONE: Wthin the | ast year we've had
prostate inplants where they haven't gone in the
prostate; they' ve gone into a different area that's
centinmeters away. W've had -- alittle bit further
back, we've had users that used an ultrasound unit
because they believed ultrasound was ul trasound t hat
couldn't even i mage the prostate. Now, what they saw
we have no i dea, but we do get those dramatic events.

DR. WLLI AMSON: Renenber the tal e of the
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distribution of practitioners that these regul ations
are targeting. | nean there are sone people who are
so many st andard devi ati ons out of what you' d consi der
acceptable practice. What this is trying -- thisis
what this is targeted to, not --

DR. DIAMOND: |'mnot going to be reading
this, | assure you

CHAI RVAN CERQUEI RA: The problem we're
having here it sort of goes intothis -- | mean these
are issues that the local Privileging Commttee at the
hospital needs to address in terns of who should be
qualified to do that. This really goes beyond the
i ssue of radiation safety.

DR. NAG  Questi on.

DR. DI AMOND: This goes far beyond
radiation -- the purviewof this Commttee. This is
practice of medicine, and we've had this discussion
whet her we are tal king about this in many different
context before, but this is really why any tine a
physi cian, for exanple, applies to perform a given
privilege, let's say an individual wanted to
el ectrophysiology or an individual wanted to do
i nterventional cardiology, that's why the Credenti al
Conmi ttees exist. They wanted to know about your

training, the nunmber of cases you' ve done. This is
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what they do.

CHAI RVAN CERQUEI RA:  Ther e are nechani sns
in place for doing these things, and there is QA that
goes onwith this, and if peopl e have probl ens such as
this, it is reviewed by the hospitals. | understand
what you're getting at here, it's obviously very
i mportant, but |I'mnot sure that it's the role of the
NRC to set regulations or guidance that woul d deal
with this.

DR. HOWNE: The other thing you need to
understand is that this won't be used exclusively in
hospital s, so you' re not going to have that safety net
for all of our users. And this is nore QA than
getting into --

DR. NAG But this is exactly the sane as
t he permanent manual inplant. | nmean if you were are
going to have this requirenent for the SeedSel ectron,
| mean you have to have it for the permanent inplant.
| mean if the person is going to make a m stake
putting the probe inthe wong pl ace here, that person
is going to nake the sane m stake pushing the w ong
probe and manually putting the seed in. There is
absolutely no difference. That's all I'mtrying to
tell you.

DR. HOAE: | think in sone respects when
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you get these computer interfaces where you' re not
doi ng those manual noving data fromone point to the
other, it does becone a bigger part of the probl emof
ensuring the whol e package.

DR. NAG You still have to know where t he
prostate is.

DR WLLI AMSON:  Yes. | think Subir's
point is right on. The m sadm nistrations have been
reported, not for the SeedSel ectron but for nanual
brachytherapy with prostate inplants. This is a
really inmportant point I think you bring up. | would
like to say in response to David mainly | think that
NRC has no choice but to get involved in this in sone
respect, because msadministrations are being
report ed. They have to do sonmething if only as
i nformati on notices and gui dance where they can. |
think the legal problemis is there is a basis for
requiring sonet hi ng addi ti onal beyond 35. 400 as a 1000
devi ce because this device, this Nucl etron systemhas
sonme additional novelty and engineering involved in
it. | don't know that you -- other than putting the
same thing in aninformation notice saying, "W advi se

you do this," you can require people to do this as a

license condition. It doesn't seemthat 400 gi ves you

that authority the way it's witten.
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CHAI RVAN CERQUEI RA: W | these systens be

used in office settings independent of hospitals.

DR. HONE: Yes.

DR NAG Yes.

DR W LLI AMSON:  Yes.

M5. McBURNEY: Yes, absolutely.

MR. LIETO | think we're getting ahead of
ourselves. | nmean | don't knowall the details of the

incident regarding the ultrasound and the nanual
brachyt herapy m sadm ni strati ons, and maybe t he i ssue
is not the ultrasound but the training of the
i ndividual that's doing it. | think before -- and
think this gets back to maybe one of the things that
t he commi ssioners brought up at the neeting when we
nmet with themin the spring was that maybe we need t he
details of these events, because | think maybe we're
di scussing and trying to cone up with adm nistrative
procedures to address a problemthat it's not really
t he ul t rasound equi pnent but who's operatingit, okay?
And that's two different things. What you're
addressing here is sonething entirely different than
what |'m suggesting. And so I'mnot really sure if
this is areally an appropriate thing for that right
NOw.

DR. WLLIAVMSON: | think this is a good
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point if you want sonme meani ngful feedback on this
fromus. And, clearly, since the basis of this is
sone experiences you' ve had wi t h manual brachyt her apy,
perhaps it would be very prudent for you to rel ease
the details of some of these events to us nmuch as you
did with the Novoste brachyt herapy, and then we can
gi ve you nmuch better advice, | think, with a full
under st andi ng of what's goi ng on.

CHAI RVAN CERQUEI RA:  Yes. Thisis getting
into sort of areal conplicated area. | nean | think
that the views that David and | have expressed are
still appropriate, and I'mnot sure that it's the NRC
role toregulate the practi ce of nedicine. But yet at
the sanme tinme there are nechani sns in hospitals, but
once you get out of the hospital environnent thereis
no oversight, and so | think we do have to worry about
it, but I"'mstill not certainthat it's the NRC that
has that role. But trying to think who does regul ate
what happens in an office and you do have m ni nal
regulation. So it gets to be a difficult situation,
and | --

DR. HOAE: And the other thing you really
need to keep in mnd is that these prograns under --
are totally the option of a licensee. It's what do

you as a licensee think you need to assure you're
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gi ving what you have in the witten directive? And |
caveated with consider and none of this is tied to
your |icense. You won't be cited against this
program You will be recognized if you have nedi cal
events. And what | did was | used our experience with
manual brachytherapy to say there is a root cause out
there and it is nornmal.

CHAI RVAN CERQUEI RA: | think getting back
to the point that's been nade that if we knew the
specifics, and, clearly, there are people who are
probably not fully trai ned, and my questionoriginally
about how well this algorithmworks sort of gets at
this issue, that if you' re doingit manually, at | east
you' ve got some idea. You can still make the sane
m stakes but it's not going to be systematic. But if
somebody is doing this totally wong, using the wong
ul trasound systemor having the thing rotated to sone
extent, then you can meke fairly major systematic
errors. But | still -- again, |"'mnot sure that this
is an area that the NRC wants to get into.

DR. WLLIAVSON: Well, | think you could
argue that you're not going to have much choice. |
nmean wel cone to the brave new world of image-gui ded
therapy. This is refining and changi ng our definition

of what the target site is. So | think that the
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agency needs to confront the i ssue and at | east deci de
at some point what their boundaries are, and | think
it sounds |i ke these cases i n permanent brachyt her apy
and prostate therapy provide a really sort of good
basis for defining a policy.

CHAI RVAN CERQUEI RA: It's a little bit
nore conplicated than that, because it's a site of
service issue, and there are safeguards wthin
hospitals, and when you get out of the hospital
environnent, it doesn't exist there.

DR. WLLIAMSON: |'m not arguing you're
wong. |'mjust saying --

CHAI RVAN CERQUEI RA:  Yes. No, no. Right.

DR. WLLIAVSON: -- | think it needs to be
consi dered and confronted as a probl emand a change in
technology that invalidates an older regulatory
par adi gm And maybe the limts will be as you
suggest, and maybe they won't. That's the issue, and
we can probably offer a lot of advice if we're given
nore information.

CHAI RVAN CERQUEI RA:  Right. Yes, pl ease.

DR. SULEI MAN: My experience is that, as
Dr. WIlianmson had nentioned, you've got a tail and
witing regulationsis anart. But you' re not witing

it for the people that are doing it right; you're
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witing it for the people that are going to be on the
fringes or that are maybe even doing it wong w t hout
any concern. But | think with nultiple imging and
ultrasound and MR, you have a whole nultitude of
i maging nodalities out there. Sonetimes you say,
well, isn't that obvious, verification beforehand, but
sonetinmes if you don't wite the very obvious in a
non- prescriptive manner, then say, well, why do you
wite it sinceit's not very detailed, but sonetines
asking for the obvious it's not for you, it's for the
fringe operator so that they may do sonething that
t hey woul dn't have done ot herw se.

CHAI RVAN CERQUEI RA: But we have to be

careful that we don't penalize all the people that are

doing it right. You know, naybe there's other
mechani snms by which to elimnate the tail, the people
that aren't -- don't even knowwhere to start. Again,

|"'mlooking at the tinme and we're about hal f an hour

DR HOWE: | think I'm done.

CHAI RMAN  CERQUEI RA: What have we
concl uded, though?

DR. HOAE: | think we've concluded that
t he Enmer gi ng Technol ogy Subcomm tteew |l -- 1"11 give

them nmy gui dance that's nore fl eshed out into words
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and sentences, but I'mgoing to take back what |'ve
heard fromthe ACMJ and bring it into what | think I
heard the ACMJl say before | pass it on to them and
| shoul d be passing that on probably next week.

CHAI RVAN CERQUEI RA:  (kay. Good. Ckay.

DR. NAG \What about sone tinelines? Wen
are you going to be sending it to the Subcommttee?

DR HONE: |1'mgoing totry tosendit to
t he Subconmttee next week. |'ll be sending it --
emailing it to Rick.

DR WLLI AMSON: VWhat about the other
proposal for reviewng these events you' ve nmade
illusion to?

DR. HOWE: Let ne get this done before
start going into NMED, and I'Il try to get you those
events.

DR. HOLAHAN: Tomw ||l address that this

af t er noon.

DR, WLLI AMSON:. Ckay.

CHAI RVAN CERQUEI RA:  (Okay. Then we have
you again for listing sources on -- yes, it does |ist
you -- listing sources by nodel/serial nunber on
i censees.

DR. HOAE: (kay. Fine.

CHAI RMAN CERQUEI RA: Can we do that in
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half an hour? It seens |like it's straightforward.
(Laughter.)

It never is.

DR, HOWE: Yes, right. Were's ny
conputer help? How do | get back to the regular
screen? It's probably not going to be that non-

controversi al

CHAI RVAN CERQUEI RA: O cour se.

DR. HOWNE: But part of it | think wll
just be starting di al ogue and will involve the ACMIJ s
work for a very long tine.

CHAI RVAN CERQUEI RA:  Job security.

DR  HOWE: Ckay. |"ve terned this
potential Part 35 rul emaki ng, because the first thing
was the ACMJI feels very strongly that it is an undue
burden to have to anend |l|icenses to provide
information for new manufacturers, new sources from
the same manufacturers or certain device use,
primarily the nmanual brachytherapy. And the
requirements are in 10 CFR 30.32 and | 've written the
requi rements here.

Now, the last tine we net we had to bring
you the sad news that you wanted an exenption for the
nmedi cal use people from this requirenent, and we

brought you the sad news that NRC did not believe we
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coul d gi ve you an exenpti on because of what was goi ng
on and after 9-11 the inportance of security, the
i mportance of know ng where sources are and who has
di fferent ki nds of sources. And what |' mbringi ng you
today is that sanme nessage, we're not going to give
you an exenption but we think we've cone up with a way
that will satisfy your major problemand al so sati sfy
our maj or concern. And that istogointo Part 35 and
recormend revising the requirements for a l|icense
anmendnent and the requirenents for notification.

And by revisingthose two things, we coul d
nove -- we still want the information. W want to
know when you use new sour ces and new devi ces, but if
you're already authorized for, say, manua
brachyt herapy and a given manufacturer but not this
source and we think we could wite a newregulationin
such a way that you could notify us that you're going
to be using a new source, we would have the
information, you would be able to use it wthout
seeki ng an anendnent, and we think this would be a
good conprom se.

And we would -- that would give you
flexibility in obtaining sealed sources from new
manuf acturers or new nodels of sealed sources from

manuf acturers that you al ready have li sted. W' d have
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to wite it tightly enough so that it fits your
license and you're just adding something you're
al ready authorized for globally, like you' re already
aut hori zed for 400 or for 600 and there's a new devi ce
com ng in.

So that's going to be our -- what we're
bringing to you is not giving you an exenption but
going an alternative pathway and that's the
notification pathway. Any comments?

DR. VETTER.  Questi on.

DR. HOAE: (Questions, yes.

DR. VETTER It's still acceptable for a
licensee to ask for -- tosubmt alicense application
that says either/or; is that correct? So they could
-- intheir original application, they could say, "W
want to use any one of the foll owi ng sources, and you
woul dn't know which one they are actually using but
they woul d be allowed to use any one of the -- let's
say they ask for three.

M5. McBURNEY:  Several nodel s.

DR. HOAE: Yes. Yes. That's acceptable.

DR. VETTER And then if a fourth one
becane avail abl e on t he market, they woul d si nply have
to inform you. That wouldn't show up on their

license, but they would sinply informyou that they
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are going to be using this fourth --

DR HOAE: | see it being simlar in how
it functions to authorized users, nedical physicists
and nucl ear pharmaci sts. We woul d not anmend your
i cense at that point, but the next time we anmend your
license we'll put it on your |icense.

DR VETTER  Ckay.

DR HOWNE: It's in your folder that you
have authorization for it, but the next tinme we anend
the license we'll add it to the license. Now, we'll
have to figure out exactly how to work this for
ensuring that you can receive it fromyour suppliers,
and that may be a little trickier, but I think we can

wor k those things out.

DR VETTER | personally like that
flexibility. I'mjust alittle concernedthat, again,
for the fringe they'll lose -- as long as you keep

track, as long as the agency keeps track of what
they're doing in terns of what they' ve submtted and
updates the |license periodically, that should hel p.
" mjust worried about the fringe people | osing track
of what they're authorized to use and what they
aren't.

One subsequent questionis if they decide

they want to order the fourth source and the vendor
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says, "Showne alicense that says you' re aut hori zed, "
how wi Il that be handl ed?

DR. HONE: Well, that was what | was j ust
alluding to. W have to figure out how to have a
docunent that allows themto get that fourth source
because they've notified NRC that they have it.

DR. WLLIAMSON: So you'd wite them a
letter back and say they're allowed to have this
source or what?

DR. HOVE: Normally what we do in
notification we reviewthe information that cones in
and if it is acceptable for the notification, the
| i censee gets nothing back. |If it's not acceptable,
we send back a |l etter and say, "What you' ve subm tted
to us is not acceptabl e under the notification. You
need to anmend your license.” So that's howwe handl e
it now We'Ill have to figure out something to keep
you in conformance with your manufacturers.

CHAI RVAN CERQUEI RA:  Subi r?

DR. NAG There are about 15 or 16 of
t hese di fferent kinds of iodine sources, essentially,
very simlar. 1Is it possible when we are meking the
initial license application we just list all the 16?

DR HOAE: You can list all 16.

DR NAG | nmean that would solve the
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probl em

DR. HONE: That will sol ve t he probl emf or
you today. You can list all 16. Tonorrow --

DR NAG Yes.

DR. HOAE: -- the 17th conmes out and the
18th and the 19th. So this would give you the
flexibility --

DR. W LLI AMSON: Sonetinmes t hey change t he
nanmes and nodel nunbers of these things too, so there
are --

DR. HONE: Do | hear that the ACMJ Iikes
this proposal ?

CHAI RVAN CERQUEI RA:  Ral ph?

MR LIETO Yes. | don't have an
objection to the general process. | think it's that
end pi ece of how does the |icensee notify the vendor.
Maybe a coupl e things to consider -- or is that com ng
up?

DR. HONE: No. W haven't figured out --
| nean I'Il be doing a --

MR. LI ETO | nmean anybody that's done
interactions with the --

DR. HOAE: -- what do you call it, a user
need meno up to the RGB G oup, so | haven't really

outlined anything in detail how we would solve it.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

335

MR. LI ETO I woul d suggest one of two
t hings. Maybe sinply an email fromthe reviewer who
gets it and says everything's there, it's okay, or
just sone type of stanp, and Ni cki suggested just a
stanmp on there and fax it back to the |licensee.

DR. WLLIAVMSON. Well, | think there may
be even sone easier way. | nean | think if the Part
35 is anended and they then send to the vendor their
exi sting license plus evidence that they' ve sent this
notification to NRC, that would be an obvious
conpliance with Part 35, and it's sinply a matter of
an information notice to informthe vendors that this
is the new process. Because they're anxious to sel
seeds. |'msure they' re not going to subvert it. As
long as they know they're not going to get into
troubl e, that would be the sol ution.

M5. McBURNEY: That was going to be ny
cooment, that if the procedure changes, that the
licensee can do it by notification by sending a copy
of that notificationtothe vendor that woul d i ndicate
that they're neeting the regul ation.

DR HOWNE: And then the inplenentation
time is going to be dependent on whether we -- and
"1l go through sonme ot her changes that we'd like to

see -- whether we think we could go direct final rule
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or we think we have to go just regul ar rul emaki ng. So
that's still up in the air.

Okay. | have some other what | think are
fairly insignificant but i nportant changes to Part 35.
In 35.49, it permts alicensee to use seal ed sources
that are non-commercially transferred froma Part 35
licensee. And the questionisn't what's in here, the
guestion is what's mssing? And what's missing is
that this did not permit an NRC |icensee to receive
seal ed sour ces and devi ces non- comerci al |y
transferred from an agreenment state nedical state
Il icensee, and so we're proposing that --

M5. McBURNEY: Especially a renegade one.

DR. HOWNE: Yes, especially arenegade one.

DR. DIAMOND: In terns of the ACMJ --

DR. W LLI AMSON: Coul d you define non-
conmmercially transferred and explain to us what the
sort of typical clinical application would be so we
understand better the --

DR. HOWNE: Actually, you guys discussed
this for a long period of time during the Part 35
devel opnment, and this was that instead of -- you've
got a hospital or a clinic and they want to transfer
their device to another facility, not a manufacturer

but transfer the device over. Now the new facility
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takes it. Sointhe past, the newfacility could only
get it from sonmeone authorized under 3274. So this
allows that transfer between --

DR W LLI AMSON: So this would be for
nmobil e renote-afterloading, it would be an
application?

DR. HOAE: No, it's for any devi ce.

DR. NAG | have 100 iodine seeds |eft
over and you need 100 i odi ne seeds. | give it to you.
DR. WLLIAVSON: Al right.

DR. HONE: He has an HDR. He wants a new
HDR and maybe he wants to transfer it to soneone el se
that for them that would be a great advantage. So
this allows the non-commercial transfer, so he's not
in the business of transferring his seeds. If he
wants, he'd be under 3274. So |'mgoing to reconmrend
that we add, "or equival ent agreenent state nedica
use |icensee."

DR WLLI AMSON: Excellent.

DR.  HOVE: Thirty-five.sixty-five(b),
we' ve had a nunber of questions com ng t hrough for the
i npl emrent ati on of the newPart 35, and this appears to
bealittle confusing, and we think there are at | east
two places that need to be fixed and possibly break

this into sinpler sentences mght help. This permts
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t he redi stribution of seal ed sources that don't exceed
30 mllicuries provided you -- the person you're
getting it fromis authorized to redistribute it and
the sources were originally authorized for
manuf acturing distribution under 3274. And it's
confusing when people read this to understand who
needs to be authorized under 3274. Is it the sources
or is it the person redistributing? It's both.

And the other thing that you'll see is
al so there's sonmething m ssing here. This says that
the sealed sources had to be manufactured and
di stributed by a person |icensed under 3274. And what
are you mssing? "Or equivalent agreenment state
regulation.” So we're proposingtoreviseit and add,

"equi val ent agreenent state authorization,” and al so
to revise it to make it clear that the person
redistributing it needs 3274 authorization or
equi val ent agreenment state and that the sources
t hensel ves needed to cone through that route.

DR. W LLI AMSON: Notw t hstandi ng that we
may have extensively discussedit inthe past, can you
again explain a typical scenario where this m ght be
used, what the intended application is?

DR, HOWE: Al right. This one is to

permt for the nost part commerci al nucl ear pharnaci es
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to redistribute brachytherapy sources that are not
their brachytherapy sources but were originally
manuf act ured and di stri but ed by a brachyt her apy source
manuf actured under 3274. The commercial nucl ear
pharmacy conmes under 3272, and they nust have an
aut hori zati on under 3274 in order todothis. Sothis
is to clarify that they are not transferring under
3272; they're transferring under 3274. Ckay? So
that's the nmain thing. And then we want to the
equi val ent agreenent state so that there is this
additional flexibility.

And | think thisis -- we had an inquiry.
Thirty-five.six-fifty-five requires the licensee to
have each teletherapy unit and gamma stereotactic
radi osurgi cal unit fully inspected and serviced during
source repl acenent or at intervals not to exceed five
years, whichever conmes first. That nakes sense for a
tel etherapy unit, but what we found is that the fully
i nspected and serviced for a gamma stereotactic unit
can only happen when we do source exchange, because
there are parts of this device that you cannot get to
when you have the sources in. And we have a |l icensee
that will not exactly nake the five-year period. The
manuf acturer can cone in --

DR. NAG Five and a half years.
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DR. HONE: Well, Decenber is when their

five years is up. The manufacturer can cone in
February. So we don't want to shut them down from
Decenber to February because they can't doit in five
years, which is first, and there isn't anything that
can be done until they replace the sources. So we're
recoomending that we decouple the five-year
requi rement fromthe gamma knife for inspection and
servi ci ng.

DR. NAG One question. That thiswll be
only to cobalt because if it's a gamm stereotactic
and if it's acobalt, yes, the five years applies, but
i f someone makes up a newone with a newmaterial that
has different half-life, then the five years is not
applicable. So this has to be only referenced to a
cobalt system

DR. HOWE: Gve me an exanple of a
di fferent source and what you think --

DR. NAG No, but I'm asking.

DR. HOWE: -- and what you think that
source exchange woul d be.

DR. NAG | mean if it is a different
radi oactive material, then if it's a shorter half-
life, five yearsis obviously far toolongandif it's

a longer half-life, thenit could go on for nore than
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five years.

DR HONE: Ckay.

DR NAG So if you want the flexibility
of -- | nmean right now!| agree cobalt is the one that
we use, but if we are using any other radioactive
material --

DR. HOWE: VWhat we're recomending is
taking us five years out.

DR DIAMOND: | don't think we need to
spend too much tinme on this.

M5. McBURNEY: No. No, | don't think so.

DR. HOWNE: Okay. What we're recomrendi ng
is we're taking the five years out of the ganm
stereotacti c and whenever the sources are exchanged
that's when you do the full inspection. So if for
some reason you end up with an i sotope with a short --

DR DI AMOND:  Subi rium

DR, WLLI AMSON:  Subirium

DR. HOVE: Subi ri um It will be done
whenever it's exchanged. |If that's three years or if
it's 20 years, it will be done in 20 years, okay?

DR. MLLER | guess what | woul d propose
is if that happens we visit it at the tine.

M5. McBURNEY: That's right.

DR. HOAE: No. Actually, if we nmake the
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change that we're expecting for this gamm knife, it
will automatically be covered.

DR NAG Yes.

DR. MLLER | don't think vyou're
under st andi ng what |' m sayi ng.

(Laughter.)

DR NAG | wthdraw ny question

DR MLLER Al I'msayingisif we ever
have Subirium then we can visit what the servicing
and i nspection period should be.

M5. McBURNEY: Right.

DR. HOAE: Now, up to this point, | think
the --

MR. LIETO | had a quick question just on
the gamma knife in general in terns of the servicing
and source exchange. Is it normally a five-year
peri od?

DR. DI AMOND: Yes. Most institutions five
years. Sonmetines we do it alittle nore frequently if
we want to have qui cker treatnment tinmes, obviously.
So, for exanple, our center would usually do it at
closer to four years than five years, but five years
woul d be a standard.

MR LIETO Okay.

DR.  HOWE: Ri ght. And it's just the
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guestion of --

MR. LIETO  Because | was just thinking
this mght be just sort of a one-tinme only thing and
maybe it could just be handled as a one-tine only
exenption. But if it's something that is going to be
com ng up nore often, then | guess probably it would
be --

DR. HOAE: We routinely -- well, we don't
get them as nmuch now because we don't have as many,
but there are -- routinely, there are scheduling
difficulties even with the teletherapy units, and
we've granted our regions the option of granting
short-termexenptions for it. So | think this would
come up nore frequently than you think.

MR LIETO Should this then be for not
just gamma kni ves but tel etherapies al so?

DR. HOAE: No. The teletherapy can have
a full servicing with the source exchange, but the
gamma kni fe cannot .

MR LIETO Okay.

DR HOWE: Okay. Up to this point, |
t hi nk nmost of the changes -- | think the wording for
the notification process mght be a little
conplicated. W have to figure all of that, but these

ot her changes have been pretty mnor and m ght
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possi bly subject -- maybe if we could go direct final
rul e woul d be a good candi date. So the ones |' mgoi ng
to be tal ki ng about now may be nore controversial and
you may want to di scuss themin nore depth. So having
said that, | will continue.

In 35.4(b)(6), and this is the i ssue that
you guys have really wanted to get to all along, is
manual brachyt herapy, the witten directive. Before
i npl ementation you have the treatnent site, the
radi onucl ide and the dose. After, you' ve got the --
after inplantation but before conpletion of the
procedure, you' ve got the radi onuclide, the treatnent
site, the nunber of sources and the total source
strength and exposure tinme. W have problens with
what do you nean in a permanent inplant as what is
after inplantation and before conpletion of the
procedure? What is conpletion of the procedure?

DR W LLI AMSON:  Forever.

DR HOVE: Yes. And so we'd like to
decoupl e t he permanent inplant fromthis and have you
hel p us devel op what should really be in the witten
directive for the permanent i nplant and it al so opens
up the issue of -- and | have another one | think
| ater on about what's a nedi cal event for a per manent

inmplant, and so | think this is a nuch | onger term a
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| ot nore discussion. | don't think this is an easy
fix, but we're seeing a nunber of cases that we
bel i eve are cl ear nedi cal events. Mst of themarein
the prostate. Thirty seeds go to the bladder. OGC
says it's not a nedical event because the authorized
user changed the witten directive before conpletion
to only require 40 out of the 80 seeds to go into the
prostate. Now, that's an error. That's sonething
that the whol e m sadm nistration medical event was
designed to have reported so that we could go back
with information notices or other things. It's not
punitive to the licensee but those are the kinds of
errors we want to hear about.

We had an agreenent state |icensee that
was doing a prostate inplant. They had two patients,
one with 1-125, one with palladium They realized
after they had given a few of the palladiumseeds to
the | -125 patient that they had gi ven t he wong seeds.
So they revised the witten directive for the
pal I adium Now, should that have been reported as a
nmedi cal event? It was a misadm nistration for them
under the old rule but not for the new rule. So
you' Il see sonething else on that.

So what is this -- hownuch change can you

get between prior to inplantation and this second
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part? Qur understanding originally was that you,
especially for the prostate, you don't know exactly
what size it's going to be when you get ready to put
t he seeds in, so you need sone flexibility to take it
into effect that it's grown and nodify your witten
directive at treatnment tinme. But does that allowyou
to nodify your witten directive six nonths later? It
doesn't quite seemlike it should, especially if it
was an error that you're nodifying it to correct.

And this is 40(c). This is existing
witten directive can be made if the revisionis dated
and signed. And it also includes an extraction dose.
Well, our -- this is also -- what do you do about a
procedure that's supposed to be given in only one
procedure, and the authorized user realizes they put
30 seeds in the bl adder and they decide, "I'Il switch
it to fractionalization now "

DR, WLLI AMSON: VWhat do you nean
fractionalization?

DR. HOVE: The witing of the witten
directive for the second fraction.

DR. WLLI AMSON: You nmean do two per nanent
seed i mpl ants?

DR HONE: Yes.

DR. WLLIAVSON: All right. That's what
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|'masking to clarify the sequence of events.

DR HOWE: Yes. And this is not a
procedure t hat you woul d normal |y have
fractionalization. So in our mnd, with the old
m sadm ni stration rules and things, you would have
identified this as a nedical event and reportable
because it should only be given once.

DR. SULEI MAN: So they cal cul ate the dose
fromthe first -- what does get to the prostate and
t hen they recal cul ate what they need fromthe second?

DR. HONE: That's what he was goi ng to do,
and t hen eventual | y he deci ded t hat he wasn't going to
go back and treat at all

DR NAG Yes. Just add 30 nore seeds.
| mean that's --

DR. HOAE: But he wasn't adding themi n;
he was going to have the patient conme back at some
[ater tine.

DR NAG Ri ght . Yes. Next week or
what ever. | nmean that's the reason why you do the
dosinetry so that in case you are under dose you can
reimplant. And | think that's been done -- this is
not an exceptional case. That's been done routinely
-- 1 mean not routinely, but that's been done quite

of t en.
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DR. HOAE: | think there's -- what you're

doing in the normal practice in nedicine when you're
saying it's bigger, it's smaller, you have to go back
and put nore in, that's -- we don't -- but when you
make a significant error, a human error, and it
clearly is a mstake in what's adm ni stered, can you
use these what we consider to kind of be | oophol es?
So this is going to be nmuch nore controversial --

DR. NAG But that is what nedicine is.

DR HOWE: -- and you guys are going to
want to discuss this forever.

DR VETTER: Yes. W could discuss it
forever, but just one point 1'd like to make. The
ultimate outcome is what's inportant.

DR NAG Yes.

DR. VETTER: Tr eat nment could be
interrupted for a variety of reasons, one of which
could include a nental error on the part of the

radi ati on oncol ogi st. But he catchesit, it's a cl ose

call, but he catches it and he corrects it, and the
outcone is just fine. So those -- | know, where do
you draw the line at? | think it's too difficult to

draw t hat upstreamanywhere. You really have to | ook
at the ultimate outconme. \Wat's the outcone?

DR. HOWNE: And | think what you |l ook at is
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in our regulatory space we hope the physician makes
t he ri ght nedi cal decision and does what is right for
the patient. And we don't get into that aspect. But
we do have a requirement that what the physician
directs is delivered, and that if there is a
significant departure because there are sonme -- there
is wobble room here in the difference between what
they are projecting to give and what they give. But
if there is a significant departure, then there is
sone ki nd of error inthe adm nistration, and t hose - -

and they fit the criteria of the medical event, and we

those nedical events reported to the NRC. |In nany
cases, we'll send out an information notice, we'l]l
make other |icensees aware of common factors. It's

not a punitive type of thing. The Conmm ssion has a
| ong history of wanting to be i nforned when there are
significant errors to what was supposed to be given.
We don't get into whether they asked for the right
thing to start out with, we don't get into that. W
don't get into whether it would have been acceptable
over here and it wasn't acceptable. W just want to
knowif it wasn't adm nistered. Trish, you | ook |ike
you want to say sonething here.
CHAI RVAN CERQUEI RA:  Davi d?

DR. DI AMOND: Donna-Beth, just speakingto
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this one particular point, this is probably the one
poi nt that you' ve made that | don't agree with in that
"1l give you a real-life exanple that you coul d get
intoalittle bit of trouble in a good nedical center
wi th good physicians. Let's assune that you have a
patient with prostate cancer with a | ot of disease at
the base of the bladder -- at the base of the
prostate, excuse ne. The bladder is large in this
particul ar case, there's a big bl adder diverticul um
You go ahead and you do your prostate inplant, and at
the conclusion of it you find there's a coupl e seeds
in the bladder, which is not to be unexpected because
t he urol ogi st does cyst oscopy, he renoves t he seeds - -
he or she renoves the seeds. There's no harmdone to
t he patient.

Now, in the past we would always go and
order extra seeds so that at the tine of fluoroscopy
at the conclusion of the inplant you coul d go back and
add a couple nore seeds. But because of changes in
rei mbursenent and costs, we don't do that anynore,
because the hospital | oses alot of noney if you order
five or six extra iodine seeds. That woul d be a case
where that patient may have to cone back t he next day
or two days | ater when you' ve acqui red sone nore seeds

to go and have a few nore seeds placed to go and
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optim ze roomplant. And that woul d be an exanple, a
real |ife exanple that you woul d have to go ahead and
report that under your revision in which there has
been no harmor no foul, to use the lingo. Do you
under st and what |'m sayi ng?

DR. HOWE: | understand what vyou're
saying, and | don't think we're going after --

DR. DI AMOND: Yes, but you just -- |

understand what you're trying to do, but |'m just
saying it's all in the wording. And this would be an
exanple -- you know, you're spending a lot of tine

tal king about this one horrendous anecdote and |
appreciate that. 1 don't know how often this occurs,
but I"'mjust a little concerned, as Subir was al so
mentioning in his exanples of how we sonetinmes do
repeat a procedure. | wouldn't wuse the term
"fractionation," really, but that we go back -- you
know, if a wonman has a very big cervix cancer and you
have to a big sidewal | inplant, oftentines youreally
don't know how many seeds to order up-front, and there
are instances where you nay have to go back a second
time, and | wouldn't want those situati ons to sonehow
cause a probl em

DR. HOAE: We woul dn't want those either.

DR WLLI AMSON: But then the | aw al |l ows
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you this wiggle roomfromtine zero. At the nonent
when you insert the sources to the time you renove the
sources, that's the allowed period where you can --

DR NAG Renmoval for inplant doesn't
create the problem

DR. WLLIAMSON: That's sort of off the
table. So the issue is that you don't have that kind
of control over a permanent inplant. You know, Dr.
Di anond i s absolutely right there. There are i nherent
l[imtations to the physician's control over these
seeds, and even a wel | - experienced i nvestigator dueto
some anatomcal oddity or challenge that sone
particul ar patient may present, we'll find that maybe
the D-90 falls short occasionally of the target dose.
And one has to supplenent with external bean or
addi ti onal seeds, and sonehow you don't want to
capture those events.

It all goes back to the phil osophy of what
a nmedi cal event is, and you may renenber when we were
negotiating this sone years ago, a group of us
recormended that a medical event be identified as a
wrongfully delivered dose due to a technically
avoi dabl e error on the part of the caregiver and then
list the specific criteria. And that sonehow you' ve

got to sort of have that qualification in here, |
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t hi nk, when you revise this to sort of exclude the
many legitimte circunstances that may require a
revision. And you probably want to avoid
phi | osophi cal difficulties such as trying to define
the end of treatnment for a prostate for a permanent
i mpl ant by probably conpletingrewitinginaseparate
witten directive section what are the rules for
witingawitten directive for prostate i npl ant t hat
don't refer to that concept. That would solve it.

And if you think there needs to be sone
sort of alegitimte deadline for the physician being
able to say what are the nunber of seeds he or she
prescribed to the prostate 24 hours or sonet hing, you
say that. And don't argue about is the treatnent
conplete at time infinity or 30 days or 14 days,
because that's very arbitrary and different
practitioners will do the definitive inmaging at
different time intervals and you sinply can't
prescribe a standard. That is the practice of
medi ci ne.

DR, HONE: Right. And I thinkif we could
decoupl e t he permanent i npl ant and get the di scussion
as to what is it really that you guys do and how to
characterize it.

DR, W LLI AVSON: Just a practical
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suggestion. You're obviously being notivated in your
thinking by a nunber of incidents that have been
reported. And maybe, again, if you bring us up to
speed on the database that conditioned your
experi ence, maybe then we can be nore hel pful.

DR HOWE: OCkay, | can do that. And
35. 3045, whichis the nunber of reporting, it requires
you to report a nedical event for a dose that exceeds
a certain level for the equival ent dose equival ent or
to an organ tissue for the wong radioactive drug
contai ning byproduct material. Now, in the old
m sadmi nistration rule, we also identified that you
had to report if you used the wong radi oi sotope in
brachyt herapy, and so we're reconmendi ng that you'd
have to report if you used the w ong radi oi sotope for
a brachyt herapy procedure, and t his goes back to your
pal I adi uni I -125 m xup.

DR. NAG | nean palladiumand iodi ne we
use fairly interchangeably. If the -- not the nunber
of --

DR. HONE: You use them i nterchangeably
but in this case you' ve got a -- you have two patients
comngin. Oneisinl-125 treatnment, the next one's
a palladium You start treating the I-125 patient.

They don't put 1-125 in; they put palladiumin.
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DR NAG Right. But if the equivalent

nunber of nolecular, not the exact nunber of
millicurie, | think it's about a ratio of -- but the
equi val ent nunber of mllicurie the same, the end
result is going to be exactly the sane, and therefore
if -- let's say | wanted to have 30 mllicurie of
iodine, which would be equivalent to about 90
mllicurie of palladium if | put 90 mllicurie of
pal | adiuminstead of 30 m|licurie of iodine, ny dose
distribution, et cetera, is going to be exactly the
same. And not the second dose but the equival ent dose
woul d be the sane.

DR. HOAE: Ruth?

M5. McBURNEY: That may be true in iodine
and pal l adium but there may be cases where a really
wrong i sotope i s used i n brachyt herapy, and that's not
inthe rule. So that probably needs to be addressed.

DR. WLLIAMSON: | think it's reasonable
to address it. | think that while the medical event
sort of is designed to capture events that are
clinically significant in terns of hurting patients,
that's not a necessary or even sufficient condition
for something to be a nedical event. It's kind of a
surrogate for there's questions about the underlying

quality of this technical program if they do this
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thing. Even if it doesn't hurt a patient, the fact
that the controls are so |oose that one w nds up
putting pal | adi uminstead of iodi ne when that was the
intent, | mean | think that in a performance-based
system that's a reasonable endpoint to have as a
regulatory endpoint, that you get the right
radi onuclide in the intended patient and to have a
mechani smfor capturing those events. Regardless of
whet her the operator conpensated for it properly upon
detecting the error, it's a useful bit of information
that | don't see any problemcollecting.

CHAI RVAN CERQUEI RA:  Ral ph?

MR LIETO | was going to say kind of
actually -- |1 can't believe I'mgoing to say this --
but expand it and just to say wong radioi sotope for
a therapy procedure, period. Whether it's a
brachyt her apy seal ed source or a non-seal ed source, |
think that that based on even using just reasoning
woul d be justified as being reportable.

CHAI RMVAN CERQUEI RA:  And usually if you
know ahead of time that one is avail abl e and not the
ot her, you can change the directive to reflect that.
But if you unknow ngly adm nister the wong one even
t hough t he nedi cal event is going to be -- the outcone

will not be any different, | think it still needs to
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be reported. So | think you have pretty good
agreenent on this.

DR. HONE: And then | guess | shoul d be --
you guys need to nentally back up to the witten
directive and the nedi cal event part. And we have a
case now wth a licensee that has multiple
brachyt herapy nedi cal events, and this particular --
and we've included sone of the information that was
subm tted by the region in your packet, | don't have
aslidefor it, andit gets to the i ssue you guys have
really wanted to tal k about for a very long tine, and
that i s howdo we define a nedi cal event for pernmanent
i mpl ant brachyt herapy? And the |icensee wants to use
-- I'"'mnot sure | can get all the --

DR NAG D-100.

DR. HOAE: D100 that's 80 percent -- and
then there's the D90 and then there's all kinds of
per mut ati ons conbi nati ons i n here. Generally, when we
do wong site, it's areal clear-cut case. Here's the
prostate, here's where all the seeds went. W aren't
qui bbl i ng.

DR W LLI AMSON: So where were -- you
know, | can't believe these were 12 percent of the D
90 and ten to D-90. So why was that, | mght ask?

DR. HOAE: | don't have the root cause for
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this particul ar case.

DR. HOLAHAN: The issue was it was a
previous |icensee there before and a current |icensee
-- owell --

DR. HOWAE: Previous group.

DR.  HOLAHAN: -- a previous group was
there before, and they used AP filns to | ocalize the
prostate. And then the current group has cone i n and
done MRIs on all the prostates that have been -- MR's
or CTs?

DR, HOWE: CTs.

DR HOLAHAN: CTs. CTs on all the
previously treated prostates and they found this out
recently, but they were treated in 2000 and --

DR HONE: | think they also had filns
t hat were never read, and they went back and started
reading the filnms and realized that nost of the seeds
did not get into the prostate.

DR.  NAG One thing, you gave us the
numer at or . What was the denom nator during that
period of time? | think you had about, what, 16 or so

DR HOAE: | think there are 21 of them

DR. NAG Yes, 21, but how many inplants

was that? One thousand, 20, 21 or -- that is an
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i nportant factor.

DR HOWNE: | don't know that right now,
but there were a nunber of problens with this
particul ar licensee. They weretakingthefilns after
the fact but they weren't readi ng them They were not
checki ng to see where t he seeds were goi ng. They were
just putting the inplants in and then they got a new
contractor. The new contractor canme in and started
reviewing and -- well, the reason the new contractor
started reviewing was they had a patient that cane
back after brachytherapy treatnent that had --

DR. NAG A recurrence.

DR. HONE: -- recurrent cancer, and they
| ooked at the i nages and they found out that -- | may
have t he nunbers wong -- maybe only 30 percent of the
seeds went into the prostate. And so they said, well,
okay, is this generic to the practice that was here
before or is this an isolated case? And they went
back and found 21 cases.

CHAI RVAN CERQUEI RA:  Now, is this health
care -- is this a hospital base or is this an out-
patient facility?

DR. HOAE: It's a hospital.

DR DI AMOND: Were is it?

DR, HOAE: It's in Pennsylvani a.

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

360
DR. NAG Pennsyl vani a.

CHAI RMVAN CERQUEI RA: But, again, there
shoul d be nechanisns in place. | mean, clearly, if
people aren't reading x-rays and are going back, |
nmean that's a standard of care that's certainly not up
to standard, and so the hospital needs to take sone
action on this. But, again, from our perspective,
it's clearly --

DR. HOAE: But fromour perspective, it is
you have always had the issue, how do |I define a
nmedi cal event for the prostate whichis hard to i mage?
| don't think these are -- nost of these are
borderline. 1 think they're way off for the prostate,
but the issue is here, you guys get a chance to
address it.

DR. MLLER  There were two aspects to
this that we | ooked at -- are | ooking at through our
regi onal office, and that is the forner group who was
performng this is no longer at the hospital, so the
hospital did take sone action. Qur concern is also
what happened to that fornmer group? Are they all --

(Laughter.)

DR. DI AMOND: That's the main concern,
because if they're still doing this with these

protocols, that cannot be allowed to conti nue.
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CHAI RVAN CERQUEI RA: But it's beyond the

NRC s purview --

DR. DI AMOND: Correct.

CHAI RVAN CERQUEI RA:  -- to control that.
But, obviously, notification of sone sort for these
events needs to be made.

MR LIETO M. Chair, | would disagree.
| mean if they know that these guys are out there and
may be potentially providi ng nedi cal events for other
i ndividual s or patients, | think thereis a patient or
menber of the public concerning it.

DR. WLLI AMSON: And there is a mechani sm
for saying these individuals have to be barred from
handling |icensee --

M5. McBURNEY: From being an AU

DR.  WLLI AVSON: -- licensed byproduct
material for --

CHAI RVAN CERQUEI RA:  Concerning for the
licensee, yes. W agree this needs to be done. Both
fromradi ati on safety but then al so fromthe practice
of medicine, this is clearly not appropriate.

DR NAG Yes. | think we have to
recogni ze that historically before the day of the CP
peopl e were i npl anting and we were all inplanting seed

into the prostate and taking AP and lateral filns
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only. So you woul d get the dosinmetry inrelation, in
this case, you know, your dosinetry would be quite
good. It was only after the days of CP-based pl anni ng
and CP-based dosinetry that we found out that even
t hough you may have a very good dose distribution in
your relation to the seed, the dose distribution may
not be that good in relation to the prostate. So
t hese physicians may have been doing it the old way
rat her than the new way.

DR W LLI AMSON: But there was a
di fference, though. In the pre-CT era, they were
doi ng open surgical procedures, and they were using
the traditional surgical pal pation and visualization
technique. Now this is done in a nore indirect way
wi th ultrasound gui dance. So you can argue that the
ancillary 3-Dimaging procedure is nore essential in
some ways for perineal trans-rectal ultrasound-gui ded
i npl ants maybe than it was in the old surgical open
procedur e.

CHAl RVAN CERQUEI RA:  Leon?

DR MALMUD: Dr. MIller took the words
right out of my nmouth, and | fully agree with Dr.
MIller and of course with Dr. Howe's concern. A
practical question of interest: Does the hospita

adm ni stration knowthat there were t hese, for | ack of
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a better term msadmnistrations, and is there any
way that the hospital or organization to which this
group went knowi ng of their past experience currently?

DR. M LLER Qur region was trying to
investigate that, and | don't know if we got the
results of that or not. The last that | checked with
them they had not |ocated this new nedical -- this
former medical group and if they were still agroupif
t hey had split up and gone their various ways. And we
got into a debate with regard to where does our
jurisdiction end and what shoul d be done, but I'd have
to -- | think we need to follow up on that to get --

CHAI RMVAN CERQUEI RA:  But your |icense nust
have i ndi vi dual nanes, so you should be able to track
down the physici ans.

DR MLLER R ght. There ought to be
some way to track that, yes.

DR. MALMUD: But, again, is the -- you
said those occurred at a hospital

DR, HOLAHAN:  Yes.

DR. MALMUD: |s the hospital aware of what
had happened?

DR. HOLAHAN:. They are now.

DR. MLLER  They obviously are because

they reported it.
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DR. MALMUD: The hospital reported it to

you. So the hospital is aware of it.

DR. MLLER Yes. So as the licensee they
reported it to the NRC that this had happened, yes.

DR MALMUD: Ckay. Fine.

DR. HOLAHAN. And the offered to go out
and do 100 percent review of patients that have been
treated by the former group during those two years.

DR.  MALMUD: That hospital has a
significant risk managenent issue.

(Laughter.)

PARTI Cl PANT: They shoul d nove to Philly.

DR MALMUD: | hope it's not one with
which I'mfamliar. M concern is our role on this
Conmittee and our not allowing sonmething to slip
t hr ough t he cracks si nmply because we believeit is not
our responsibility and it has not been our
responsibility becausethisis anissue of significant
clinical concernthat this coul dhave happened and nay
still be happening el sewhere and may happen again if
this particular group fracti onates and t hen practi ces
that way in tw different places. Then we have a
netastasis of this kind of practice.

Sol think thisis anissue whereif there

is anmbiguity in this instance, that we take the
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aggressive positionandtry topursueit until soneone
assunes responsibility for this. |If it is not going
to be this Commttee then sonme other body but not
allow the public to be subjected to this fromthis
nonent forward. This is a very serious issue for
patients who have presuned that he was treated
adequately, and for sone body of know edgeable
i ndividual s to knowthat that patient was not treated
adequately is asignificant i ssue, we would all agree.

DR. DI AMOND: Do we knowif these patients
are aware, the individual patients are aware of this?

DR. NAG They have to be.

DR. M LLER \What the NRC el ected to do,
what the regional office electedto dois the hospital
itself was performng an investigation, and what we
will do with any licensee sonetines is to allowthem
to performtheir investigation and then we eval uate
t he i nvestigation that they ve done. Andthenif it's
insufficient, then we would step in and take further
action. So that was an ongoi ng process | underwent
weeks ago.

DR DI AMOND: | under st and.

DR. HOLAHAN. But the patients were all
call ed back and to have CTs done.

DR. DI AMOND: They were.
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DR. HOLAHAN. So | don't knowif they know

speci fically what was goi ng on.

DR. DI AMOND: And they were told the
results of the dosinetric analysis?

DR HOLAHAN: | don't know that.

DR.  HOWE: Now, clearly, if they're
identified as nedical events --

DR. NAG They have to be.

DR. HOWE: -- they have to be notified.
But part of what we have to do is whether we agree
with howthe |icensee identifiedtheir nmedical events
or not. That's part of what we're asking.

DR DIAMOND: | understand -- | mean we
all understand that, and the point is well taken. |If
we cannot agree a unified or a neaningful definition
of the event, then how do we go in pursuit fromhere?
What is our jurisdiction? Wat's our purview? And we
have a | egal question and an ethical question.

DR MLLER What 1'd |ike to propose to
dois let us followup with the region to see what the
status of the investigationis. | will pass on to our
regional staff that there's a | ot of concern on the
part of this Commttee and the staff with regard to
this, and we'd |like to get sone follow up activities

and we'll get back to you.
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CHAI RVAN CERQUEI RA:  And t he concerns are

for specifically what happened but al so the fact that
t hese i ndi vidual s, especially since this was probably
aninstitutional Iicense, their nanes shoul d have been
onit, but we're concerned that this group in whatever
form or these individuals, are now allowed to
continue to practice. And so if they're going to
practice, they could go to an agreenent state i n which
case it would not cone to you, but sone effort should
be made to try to track themdown and identify which
ones are responsi bl e to make certain that they aren't
allowed to be on a license again to do this wthout
further investigation. Is that the sense of the
Conmittee?

DR. WLLIAMSON: Yes. | neanl think this
notivates --

CHAI RVAN CERQUEI RA:  Rut h has been wai ti ng
patiently.

M5. McBURNEY: M point was that if you
are able to find out or if the hospital is able to
find out where these i ndividual s have gone, | think it
woul d behoove you to contact the regulatory
jurisdiction in that area where they have noved.
Because | know we can take conpliance history into

account when licensing fol ks or not.
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CHAI RMVAN CERQUEI RA:  Subir and then Dr.

Mller.

DR, NAG Yes. A couple of things.
Nunber one, obviously, this does represent a
substantial deviation from normal practice, but |
woul d still Iike to knowthe denom nator of this, and
|"m sure they are investigating how many.

DR MLLER | think that's what they're
| ooki ng i nto.

DR. NAG But that nunber | would like to
have, the 21 out of how nmany. Secondly, the 80
percent of the D-100 that is a wong criteria to use,
but even if you use the other one, the ABS, the
Anmeri can Brachyt herapy Society, and al so AAPM t hey
prefer the D-90 dose, evenif you use that, it's still
a substantial deviation. But | would suggest using
the D-90 rather than the V-100. Those are the two
t hi ngs.

CHAI RMVAN CERQUEI RA:  Leon and then Ni cki .

DR. MALMUD: | would just like to
reiterate that thisis really an ethical concern, and
if we are aware that, as you reported, there were
unread filnms, neaning that the group never really
i ntended to check on their work, that it would seemto

me that it's the responsibility of the NRC, which is
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aware of the issue, to site visit these individuals
where they are practicing now, wherever they are
practicing now, if they arein the United States, and
just do routine checks on them because we now know
that they were guilty of not reading filnms that they
shoul d have read. And, therefore, we have an ethica
concern, if not a legal concern, with regard to the
way they're practicing radiotherapy currently. I's
t here anyone who di sagrees with ne?

CHAI RVAN CERQUEI RA:  Wait. Nicki next and
then -- if you want to go, go ahead.

M5. HOBSON: Well, | just wondered what
happened to the patients and what would be a norma
procedure if you find out that you didn't give the
full dose or is the patient called in and given an
option to go through the procedure agai n? Wre these
patients actually informed that, "Oh, you only got 11
percent or sonething."

DR.  HOLAHAN: Wll, that's what the
investigation is doing and they' ve called in 100
percent of the patients that they think are invol ved,
and | don't know --

M5. HOBSON: But | thought you said that
you weren't really sure that if the patients

under st ood why they were being called in.
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DR. HOLAHAN: Yes. And we'll have to find

out fromthe region.

DR MALMUD: If | my, you are -- Dr.
Hol ahan' s correct, the hospital, know ng what happened
at that institution, is responsible for the follow
t hrough, and the hospital's own risk managenent
department and |awers will make certain that the
hospital follows through with a high degree of
certainty.

My concernis fromthis point forward the
hospi tal at which these incidents occurred is aware of
their problem W are aware of the error of the way
i n whichthese patients were treated. W now have t he
ability to know where these physicians have noved.
Al'l we need to do is nonitor themunder the existing
regs, not excuse them just casually nmonitor them Do
we not do that? Does the NRC not do that, have that
ability?

DR. HOLAHAN: Yes, but if, as Donna-Beth
says, they didn't read sone x-rays or things like
t hat, would we know of another event?

DR WLLIAMSON: | think that one --

CHAl RVAN CERQUEI RA:  Let's -- Bill?

MR. UFFELMAN: | just wanted to conment,

as forner council to the Medical Ml practice Study
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Commi ssion, it strikes ne that this is an event that
isreportabletothe Pennsylvania-- the Medi cal Board
of Pennsylvania, this over and above NRC-related
issues. | nean the fact that these gentlenen -- or
t hese peopl e have done filnms that they haven't read,
that they haven't done these other things, | nean
they, in ny mnd, it's a very clear allegation of
mal practice that is now known to physicians who
practice in Pennsylvania, and | believe you have an
obligation once the folks are identified to in fact
report themto the Pennsylvani a Medi cal Board.

CHAI RVAN CERQUEI RA:  Jeff and t hen Subir,
and then we shoul d end.

DR WLLIAVMSON: | think this -- | just
want to point out that I think this does underscore
that we really need to revisit the definition of
nmedi cal event and witten directive for prostate
brachyt herapy because in principle the way, as |
understand the rule, there is a big |oophole in it
now, and t hese physicians, had they read their fil ns,
coul d have come back and revised the prescription to
say 11 percent of the initial dose. And | think that
is wong for such a big |loophole to be left that
really gross mistakes can be conceal ed. And even

t hough coming up with a clear criteriais going to be
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a very difficult and probably not totally successful
undertaking, it's something | think we definitely
shoul d work on.

CHAI RVAN CERQUEI RA:  Subi r?

DR NAG If the filns were taken and if
the films were billed for and t he dosi netry was bill ed
for and the dosinetry and the filnms were not read,
t hat becomes a fraud and anyone who has found t hat --
who has di scovered that fraud has to report it. Now,
| don't think we have an option. W have to report it
to Medi care or whatever organization.

CHAI RVAN CERQUEI RA:  Well, it's fraud or
mal practice. And | hate to -- we don't know all the
facts. | nmean --

DR. MLLER Let us get that.

CHAI RMAN CERQUEI RA:  Yes. But | think
that if the concerns are if these facts as presented
are indeed true, that filnms were not read and
deci si ons were made and especially if they were billed
for, thenif that's true, then the NRC does have sone
obligation to --

DR. NAG And we get ten percent.

(Laughter.)

CHAl RVAN CERQUEI RA:  -- to report that.

DR. SULEI MAN: The entire i ssue of medi cal
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error and reporting there's a whole initiative in
Heal th and Human Services on that very issue. And |
think the fact that the NRC even picked up on this
obvi ously somebody came forward and reported it. So
| would assunme | think what you want is just
val idationthat the appropriate authorities are taking
action. O herwi se you're going to have everybody
runni ng around like a three-ring circus trying to get
involved here. | think it's inportant to nake sure
the right groups are aware.

CHAI RVAN  CERQUEI RA: Leon, one |ast
conment and then we'll --

DR MALMUD: MW last comrent will be ny
first conment. This is an ethical -- this is a basic
ethical breach. W are aware of it. Being aware of
it we have a responsibility to pursue it. To know
about sonmething |ike this, to have the thought that it
coul d be happening to other, in this case it's nen,
mal e patients, while we are talking if this group has
not changed its node of practice becones our
responsibility as well by sinply know ng about it.
And, therefore, though it nmay not be a |ega
responsibility, it is, | believe, an ethical
responsibility to make certain that those individua

are located and that soneone's nonitoring their
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practice so they don't continue to meke the same
errors that they made in the past.

CHAl RVAN CERQUEIRA: | think that really
expresses the sentiment of the Commttee. All right.

MR. LIETOG There was a question | think
t hat Donna-Bet h asked, and I don't knowif we got to
what was the criteria for classifying -- classifying
may not be the right term-- but determ ning whet her
an individual falls into a nmedical event or not.

DR HOVE: | think Subir said that he
woul d go with the D 90.

MR. LIETO | think that woul d be at | east
sone justification is, is that is certainly a
paraneter that retrospective studies --

DR NAG Right.

MR LI ETO -- have been shown to be
correlated with --

DR. NAG And also that it's advised by
bot h AAPM and ABS.

DR. WLLIAMSON: So all 21 events fall
into that.

CHAI RVAN CERQUEI RA: It |l ooks it uses the
D-90. Al right. So why don't we take a ten-minute
br eak.

MR ESSI G M. Chairnman, John Szabo
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showed up at 10: 15, as he was --

CHAI RVAN CERQUEI RA:  Ckay.

MR ESSIG W did take our break between
ten and 10:15; we didn't realize it.

(Laughter.)

PARTI Cl PANT:  You just didn't notice it.

CHAl RVAN CERQUEI RA:  Ckay. Al right.

MR ESSIG So if we could have John cone
on since he's beenwaiting for the | ast ten m nutes or
so.

MR. SZABO You can't get rid of me. But
| got a questionregardi ng subcomittees this norning,
and sone of the things we al so work on is the Federal
Advi sory Committee Act. And for those of you who
aren't famliar, that's the lawthat back in 1971 t hat
sort of tried to get sonme control over the kinds of
advi ce that the governnent was receiving fromoutside
the federal government. And it established a whole
bunch of regulations. W have regulations for our
advi sory conmi ttees that are published in the Code of
Federal Regul ations, and Tom Essig is for the ACMU
what is known as the designated federal official,
whi ch is brought over here.

| f you have -- basically, thelawrequires

that when you get a group of people who are not
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per manent federal enpl oyees together to provide some
advice to the federal governnent, you have to foll ow
sone requirenents, including the ACMJ and ACRS.
There has to be a charter filed and every neeting has
to be open and notice for it happens. Det ai | ed
m nut es have to be kept, and there are procedures for
cl osing parts of the neeting, very specific rules such
as we had yesterday personnel issues, proprietary
i nf ormati on, classified i nformati on, security
i nformati on.

The Federal Advisory Conmittee Act was
remanded a nunber of times and recently new
regul ati ons cane out and then, in our regulations,
updated ours. The nost inportant one is nentioned
about subcomm ttees. The old rule until actually
earlier this year was that if you had a subcommttee
of a FACA committee, you had to go through all the
requi rements of openness and notice and et cetera.
Under our new regul ati ons, you do not have to follow
t hose rules. You can have a closed subconmittee
nmeet i ng. The only requirenent is that if the
subconmi ttee nmakes a report or some reconmendati ons,
it must go to the parent commttee, and the parent
commttee has to review those recommendati ons under

t he regul ati ons.
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A couple other things that we have that
are different is that if there is a neeting between
full-time enployees with state and | ocal government
officials, those neetings are not subject to these
requirements as well. Those are sone --

DR. NAG What does that nmean, |'msorry.

MR. SZABO |If you had a federal enpl oyees
neeting with state enployees or |ocal enployees or
menbers of Indian tribes, for exanple, just those
peopl e, that's not a FACAconmittee. It wouldn't have
to go through those requirements. They've nmade an
exception for state, I ocal andtribal governnents with
federal enpl oyees. So if that ever happened, you
woul dn't have to go through those requirenents.

There are sone ot her things, but |I don't
think they're really too relevant to the ACMJI. But
if there's anything else on FACA, you can always
contact me about it.

DR. NAG Ruth is a state enpl oyee.

MR. SZABO Right. Soif the neeting were
bet ween her and Tom then -- or a group of other NRC
enpl oyees, you wouldn't have to have the openness
requi rement for neetings or sonething |ike that.

DR. NAG Now, the subcommittee -- | nean

it would be between her and three or four of us.
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MR SZABO That's right, but if it was

strictly under those --

DR. DI AMOND: John, how | arge can it be?
In other words, could it be eight nenbers of this
conmttee, ten nenbers of this commttee and still be
defined as a subconm ttee?

MR. SZABQC You could define a
subconm ttee any way you want to define it, but,
again, if you had nost of your commttee nenbers as a
subcommittee, still whatever you did had to be --

M5. McBURNEY: Report ed.

DR. DI AMOND: Back to the main conmittee.

MR SZABO -- reported to the full
conmttee, and the full committee woul d have to revi ew
it, just like a FACA group.

CHAI RVAN CERQUEI RA:  John, with regard to
thefull conmtteereviewngit, thentheir obligation
woul d be to do that in a public forum

MR, SZABO Oh, yes. Ch, yes.

DR. HOLAHAN: They can't email it to the
full conmttee and get reviewed and comments.

MR. SZABO No. That action has to be
kept in a public forum other than for those topics
t hat --

DR. DI AMOND: But al so the key i s whet her
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it's three of us or six of us or eight of us working
on a particular topic, we can go and schedul e phone
conferences w thout doing notice, w thout the Federal
Regi ster and get sone business done.

MR. SZABC Absol utely. There's no
m ni mum nunber. You can define the subcomm ttee any
way you want to.

M5. MBURNEY: So what we do as a
subcommi ttee and feed that comment back to the NRC
staff then as long as we report it out and have it
reviewed by the full Advisory Conmittee at the next
neeting --

MR SZABO. That's correct.

V5. McBURNEY: -- the noticed neeting,
t hat would neet the --

MR.  SZABO. That would neet the
requirements.

M5. McBURNEY: Ckay.

CHAI RVAN CERQUEI RA:  Does it have to be
posted anywhere? Does their report have to be made
available to the public or can it just be reviewd
orally at the next commttee neeting?

MR. SZABO. Well, if you have the neeting
and you're reviewi ng the report, the report shoul d be

avail abl e just |ike any other docunent.
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MS. McBURNEY: Right.

CHAI RVAN CERQUEI RA:  So it shoul d be part
of the material.

M5. McBURNEY: The agenda packet .

CHAI RVAN CERQUEI RA: Right. R ght.

DR. MLLER Rut h has brought a key
statement to make sure we get things in the right
order. The full commttee only neets twi ce a year.
The subcommittees wll neet as needed. If a
subcommi ttee does sone work for us in a closed forum
devel ops areport, therequirenent is that they report
that out to the full commttee. But the NRC, |if
they're going to take an action based upon that
report, would have to have the full commttee's
endorsenent in a public forum before we take the
action or we're violating FACA So that's a key
i nnuendo.

W LLI AMSON:  But couldn't the --
HOWE: John, why can't we --

NAG Mec.

5 B 3 3

McBURNEY: State your nane for the
record, please.

DR. HONE: Donna-Beth Howe. Why can't we
take i nformati on t hat we col | ect fromthe subconmittee

and take sone kind of action which is not a final
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action? I'm thinking specifically of ny energing
technol ogy. | can put gui dance up on the web site, |
can revise the guidance at any point. Can | take

information | get fromthem put it up on ny web site
and then when the full commttee neets and tal ks about
their report and finalizes what they want to
recommend, | can go back and nodify the web site.

MR.  SZABC You can wuse individual
comrents, remarks, recommendations nade by nenbers,
but if it's the subcommttee itself making a report,
an agreenent of some sort, recomendations, then it
has to have the sanction of the full committee. Now,
maybe you don't have to have a -- bring everybody
her e.

DR, WLLI AMSON: It could be done by a
t el ephone cal l

MR.  SZABO It could be done by
chronicling, yes.

CHAI RVAN CERQUEI RA:  Ch, okay.

MR. SZABO. But still there would have to
be sonme openness to this.

CHAI RVAN CERQUEIRA: All right. So if
it's sent out to the Commttee nenbers, do we need to
take a vote on it? Can we just --

M5. McBURNEY: Just an open neeting.
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DR. NAG Has to be open

DR, WLLI AMSON: Vell, since you're
planning to institutionalize the sort of m d-neeting
phone conference, couldn't that be noticed in advance
and then you could --

MR. SZABO.  Yes, absolutely. Sure.

DR. HOAE: That could, but | don't think
our licensing actions want to wait for you to have
quarterly neetings.

DR MLLER | nean what it would require
if we had a subconmmttee, given what you all have
said, is that the subcomm ttee would have to report
out in sone way to the full commttee before the full
conmtteetotell the NRC, "This is our recommendati on
for you to proceed.”

DR HOWE: But alsoit sounds likel could
take i nformation during the di scussi on and i ncor porate
it.

MR. SZABO.  Absol utely.

DR. HOAE: As |long as |' mnot dependi ng on
t heir recomendati on.

M5. McBURNEY: Right.

MR. SZABO. That's right.

M5. McBURNEY: As long as we didn't nake

a formal reconmendati on that we i nvol ve the staff with
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our di scussions on the subconm ttee and she coul d use
that information --

MR. SZABO. That's right. |If you nmade a
-- and these are ny views.

M5. McBURNEY: Right.

MR SZABO. That can be used --

MS. McBURNEY: And these are Dr. Vetters'

views, and these are Dr. WIIianson

MR. SZABO. Not the so-called
subcommittee's views.

M5. McBURNEY: Right.

DR HOWNE: So | can use the information
before they put it into a report.

MR SZABO  Yes.

DR. HOWNE: But once it's in a report, |
have to wait for the full commttee.

MR. SZABO Yes. Before you can say this
is the subcommittee's views.

DR HOWE: Right. Ckay.

MR, SZABO. Individual views are al ways
not subject to these requirenents. And you can even
take the conmments, informational questions that are
asked, let's say they're tal ki ng and aski ng questi ons
and what not, that's still not a problemeither.

DR NAG Soliketw levels. One is the
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di scussi on t hat we had anong t he subcomni tt ee nmenbers,
t hat woul d be our individual thoughts.

MR SZABO. That's right.

DR. NAG And then at the end of that we
coul d make a conbi ned subconm ttee reconmendati on t hat
would go to the full conmttee and be acted on at a
| ater date.

MR. SZABO. That's right. The full
conmittee woul d have to act on that subconmittee's --

M5. McBURNEY: But in the meantine she
coul d t ake what i nformati on and advi ce t hat i ndi vi dual
menbers of the subconmittee present to use to do the
| i censi ng.

MR. SZABC Ri ght. As long as it's
consi dered to be the views of that particul ar nenber.

CHAI RMVAN CERQUEI RA: The i ndividuals
okay.

M5. McBURNEY: Sounds good.

MR ESSIG And | would offer, | think if
we had a particularly inportant reconmendation at this
pace, the subconmttee was going to make to the ful
conmi ttee and we needed to act on t hat reconmendati on,
we coul d go ahead and schedul e a noticed conference
call of the full conmttee, discuss that and then use

it. That's what | think | hear.
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MR.  SZABG That's absolutely correct,

yes.

CHAI RVAN CERQUEI RA: Just a residual
questi on. For that kind of confirmng conference
call, howlong in advance do you need to post it? |

mean how long would it take to do that if --

DR. HOLAHAN:. Ten days.

CHAI RVAN CERQUEI RA:  Ten days. GCkay. All
right.

MR. LIETG | have a question. For the
t el econferences of thefull commttee, do m nutes have
to be maintained of those al so?

MR. SZABO Yes. Yes. They're subject to
t he Act.

DR NAG And they're open. Anyone can
call in and --

MR. SZABO You have to call in, yes.
Because we said reasonabl e access for the public.

CHAl RVAN CERQUEI RA: That's great. Any
ot her questions for M. Szabo? Wl I, | thank you for
comng and we'll take a break. W'Il reconvene at
quarter to 11.

(Wher eupon, the foregoing matter went off

the record at 10: 37 a. m and went back on

the record at 10:53 a.m)
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CHAI RVAN  CERQUEI RA: Al right. Thi s

sessi on we' ve changed the schedule alittle bit. It's
going to be dose reconstruction in unplanned
exposure/extremty nonitoring nmaterials facilities.
And Dr. Sam Sherbini will be making the presentati on.

MR ESSIG If | mght just add, | think
Dr. Sherbini is newto the Conmttee. | don't know
t hat you' ve nade a -- he's nade a presentati on before.
Dr. Sherbini is on ny staff. He's a senior |evel
heal th physicist, and he is the person that we go to
for nost of our nodeling work. And so we felt it
appropriate that he lead this particul ar di scussion.

DR SHERBINI: Ckay. Thank you. There
are actually two topics that |'"mgoing to tal k about
today, and they're not really rel at ed except that both
deal with dose assessnment of sone kind.

Okay. The purpose of the first itemor
topi c, dose nodeling, is for those concerns that were
rai sed that NRC tends to be excessively conservative
in its dose rate construction to come up wth
excessi vel y hi gh dose assessnents and unrealistically
conservative assunptions when it does these things.
And what |I'm going to try to do is show you very
briefly howwe do t hese dose reconstructi ons and maybe

illustrate how sone of these conservatisns tend to
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creep them and what causes themto creep in to this.

The ot her topic is nonitoring of the hands
of workers, especially workers in the radi opharmacy
i ndustry who handl e high specific activity, vials or
syringes containing these materials and the
difficulties we've encountered in getting a good
assessnment of the dose of their hands when they do
t hese things.

| thought in the dose nodel i ng di scussion
| would present this in the formof three cases that
we' ve dealt with, and | think through the presentation
of the cases we can identify the places where
conservati sns enter and how they m ght be avoided in
the future. And those are to show that really what
NRC tries to do is to try whenever possible to use
data rather than nake assunptions. And we try to
reconstruct events based on firsthand accounts. In
other words, we interview the workers, we interview
their supervisors and so forth to get the story
directly fromthe people who are affected. And when
it is necessary to make assunptions, we try to meke
them as realistic as possible.

Agai n, when we're uncertain, we tend to
slightly overestimate or mnmake slight conservative

assunptions with the idea that it is better to
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slightly overestinmate the dose than underestimate it.
We do not want to underestimate doses for a variety of
valid reasons, | think. W also use a graded approach
i n dose reconstruction for cases that i nvol ve very | ow
doses. W do approximate cal cul ati ons. It's not
worth the effort to do very exotic and very detail ed
calcul ations. O course, as the dose or as the dose
we t hi nk may have been recei ved goes up, then we spend
nore time and we use nore elaborate nodeling to
reconstruct the case.

The first case we have to tal k about is
interesting case that happened in 1995 at MT that
i nvol ved a post-doc research worker, research student
who was wor ki ng one of the cancer | abs there. And one
day when he was frisking out of his lab, as is
requi red when he works with radi oactive material, he
found that he was radioactive, and it turns out that
the radioactivity was internal, it wasn't surface
contam nation. And further assessnent showed that it
was caused by P-32 anti body.

The licensee did their own immediate
i nvestigations and they notified the NRC, and t he NRC
did special inspections. And based on the data
col l ected, we didthose assessnents. Fortunately, the

licensee had collected a large quantity of wurine
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sanpl es and had al so done whol e body counting, and so
we had a lot of data to work with. W used what was
then the industry standard for internal dosinetry,
CI NDY, which is a code that uses -- that we use to
calcul ate internal dose. W also did some hard
calculations. And these are the results.

We had a consultant al so working for us
who did independent assessnents. W got 600
m crocuries,the |licensee got 560, and the consult ant
got 580. The limts, the doselimt for occupational
exposure for intake of P-32 is 600 m crocuries intake
[imt. So our assessnent was right at thelimt. The
i censee's was | ower.

We decided to accept the licensee's
assessnment because t hey had done all the right things.
They had done pretty good job in doing the
assessnments, and we decided that even though the
nunber came up |ower than ours and bel ow the dose
limts, we decided that it should be accepted and
that's what we went wth.

And t he conclusions for this case is that
if the licensee does a good job, we will accept their
assessnment wi thout any further question, even though
ours mght be higher. 1 think in this case there are

several inportant things that shoul d be pointed out to
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show how this case could have -- had it not been for
the |licensee's quick response to the situation, it
coul d have ended up being a very conservative dose
estimate and coul d have probably put themwel|l above
the doselimt, even though t he assessnent here showed
it below the dose limt.

Wien the licensee first becane aware of
the contam nation, they tried to pinpoint when the
i ntake m ght have occurred. |Incidentally, we never
did find out how the P-32 was ingested. We
i nvestigated all kinds of possibilities but we never
did find out how this person ingested P-32.

The point is the licensee tried to narrow
down the point at which the P-32 m ght have been
i ngested. The student is required to frisk when he
| eaves the lab, so we know when he left the lab on
t hat day when he was cont am nat ed obvi ousl y t he i nt ake
nmust have occurred before then. Unfortunately, the
student hadn't worked with radi oactive material for
quite a few days before that, and so the other data
poi nt we had was about a week earlier. And so there
was a tinme span of about a week or so within which the
i ntake could have occurred. Gven that P-32 is
excreted fairly rapidly fromthe body, it's inportant

to know very cl osel y when the i ntake occurred. A span
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of uncertainty of a week, especially if you have to
make the assunption that the intake occurred at the
begi nni ng of that time span, which we woul d have done
wi t hout any additi onal data, coul d have easily put the
i censee over the limt.

What the licensee did, which is very
interesting and very smart, | think, was realizing
that P-32 appears in there al nost immedi ately after
t he i ngestion -- not inmmediately but within hours --
they went to the person's home and they went through
the |aundry hanper of the person's house with a
frisker, and they peeled off layers of laundry and
frisked the underwear, basically. And each | ayer was
radi oactive until they reached a | ayer that was not,
and so they were able to -- and | think that was very
clever -- they were able to -- this guy was very
net hodi cal and so he changed hi s underwear once a day
at the sanme tine every day. And so by finding the
dividing line between the contamnated and not
cont am nat ed underwear, they were abl e t o narrow down
the intake interval to within 24 hours, which was a
consi derable inprovenent. And | think this was an
illustration of where the |icensee | think bears sone
of the responsibility for the conservatismthat you

m ght see in sonme of NRC s assessnents.
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If the licensee had not done that, we
woul d have had to assune that the intake occurred may
be four or five days before it had actually occurred.
That makes a big difference in the intake assessnents,
especially for cases |like P-32. And so by the tine
the NRC got to the site, it would have been too |l ate
to do the standard activity. W got there a week or
two after the incident, and so nost of that data woul d
have been gone, and so we would not have had the
benefit of this kind of reconstruction. So qui ck
t hi nking on the part of the licensee to get data as
quickly as possible is very inportant for dose
reconstruction.

The ot her factor | think that thelicensee
was smart in doing was that one of the inportant
factors in assessing intake is -- based on data i s how
much P-32 is excreted in a 24-hour period in the
urine. Now, a lot of |icensees would collect one
voi di ng of urine, okay? But that | eaves the assessor
with the task of having to guess based on the
consi deration in this one voi di ng how nmuch m ght have
been voi ded during a 24-hour period. That introduces
a great deal of uncertainty. The |licensee instead
made sure that they collected 24-hour urine sanples

every day for two or three weeks after the suspected
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i nt ake.

So we have 24-hour urine sanples. W did
not have to guess how nmuch was the 24-hour excretion
for each day. It was there in the data. There was no
need to make any kind of assunptions. And so this is
t he ki nd of thing that nmakes dose assessor's job much
easier, it makes assunptions unnecessary, and it
el i m nat es guesswork. It elimnates the conservatisns
t hat woul d have had to be introduced if this data was
not available. And | think I would |ike to highlight
the fact that, yes, we do bare sone responsibility for
conservatisnms, but | think the licensee is in an
excel | ent position because of proximty the incident
to collect data as quickly as possible and as
conpletely as possible to as to nmake it unnecessary
for us to make any guesses or assunptions. And that,
| think, is a very inportant point, as illustrated by
this case. This case could have easily been -- could
have easily ended up in a citation for overexposure
had the |icensee not acted the way they have done.

The second case involves a 1 curie cesium
source that was left sitting on anoil rig in Mntana
for a period of about 12 hours. During that period,
workers were working around the source. Nobody

realized that the source was sitting out there, and
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t hey continued working. Sone of the people were
exposed for the entire 12 hours, some for |less tine.

The nunber of people involved was 31. These are al

menbers of the public. They are not radiation
wor kers, and so they were subject tothe 100 mllirem
limt.

The licensee did an initial quick

assessment, and they cane up with a maxi mum dose of
about 6 rem They al so had one of the people give
blood and they did a cytogenetics analysis to
det erm ne chronpsone aberrati ons and then estimate t he
dose. And the result cane back at a dose of 200 rads.
Now, this is sonething of great concern because that
starts to border on a |l ethal dose. Sone people die
from 200 rads of radiation. And so we were very
concerned; so was the |licensee.

W quickly did just a very quick
cal cul ati on. W assuned the bare 1 curie cesium
source. W assumed the di stance that the people were
standi ng at, and we did a rough cal cul ati on. And our
cal cul ati on showed that there was no way t hese peopl e
coul d have recei ved 200 rads. It's just not possible.
We refined the calculations, we used M croshield,
which is another industry standard for external

exposures, and, again, the cal cul ati ons showed there
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was no way the dose coul d approach 200 rads.

We had a special inspection go out and
interview the workers, inspect the site. W also --
because we di d t he dose assessnments based on a 1 curie
cesium source, we thought, well, maybe the cesium
source was m sl abel ed. Maybe it's not a 1 curie
source. Maybe it was just m sl abeled. And so we did
nmeasur enents on the actual source that was onthe ring
to make sure that it was really 1 curie. And in fact
it turns out to beit was 1 curie, and so that gave us
sone confi dence.

We deci ded to repeat the bl ood testing, so
we had ten workers volunteer for the tests, and we
sent the blood out to two labs. One was in the WK
which was a well-known lab in this area. And the
reason we used two labs was to elimnate the
possibility that maybe the techni que used by the | ab
that did the initial test was not correct, that they
wer e doi ng sone ki nd of systematic error that produced
t he wong dose. W al so got detail ed drawi ngs of the
source and the reg, and we nodeled it using Mnte
Carl o conputer codes and the nerge phantomto do the
dose cal cul ati ons.

The results of all this effort was that

t he cal cul ati ons showed that the naxi mrum dose coul d
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not have exceeded 300 millirens for the nost highly
exposed worker. All the bloods tests that were done
t he second time canme back negative, at |east within
the sensitivity of the nenbers.

DR. NAG Does that include the oil worker
who had the high dose or not?

DR SHERBIN: He was negative al so.

DR NAG Ckay.

DR SHERBINI: Yes. Yes. So at |east the
tentative conclusion is that the first cytogenetics
tests was probably an error, although we're still
di scussing that. But, clearly, this incident did not
-- if the person had received 200 rads, he did not get
it fromthat incident.

DR. DIAMOND: Sam, did this individua
have an acute radi ati on syndrone?

DR. SHERBINI: No, he didn't.

DR. DI AMOND: Just from basic comon
sense, if you receive 200 CU whole body over a
l[imted number of hours, essentially a pseudo
fraction, if you will, I don't know if it was two
hours or six hours, you woul d expect very substanti al
acuteradiationtoxicities, the classic manifestations
you' d expect, very typical platelet drops, and | don't

know, did the patient have any of those |aboratory
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mani f estati ons?

DR SHERBINI: No. The patient did not --
luckily, it was. Luckily, it was. The patients was
ki nd of a hypochondri ac.

(Laughter.)

He was very concer ned about his exposure,
and so what he did was he had bl ood drawn every week
after the exposure for a period of about three nonths.
So we had weekly blood sanples for a three-nonth
period. And the blood sanples, of course, count the
| ynphocytes and so forth, and we had the plot and
there was no indication of any kind of radiation
exposur e.

DR. WLLI AMSON: So where did the 200 rem
cytogenetic estimate cone fronf

DR, SHERBI NI : It cane from the first
bl ood test that was done on this person, and we think
-- it's not clear what went wong in this test, but --

DR. SULEI MAN: Coul d they have radiated
t he bl ood?

DR. SHERBINI: No. W checked on that.
We checked with Fed Ex, we checked with everybody but
there was -- no, no, the blood was not irradiated.
There was al so shi ppi ng dosi neters that acconpani ed

t he bl ood, and these did not show any exposure.

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

398
DR. DI AMOND: I think that's an

interesting question. Since | don't know how these
systens work, let's say a bl ood sanpl e was taken and
| et's say that |uggage or that cargo, if youwll, was
irradiated inthe search for expl osives or what ever we
| ook for. Could that have possibly --

DR SULEI MAN: Not 200 renms worth.

DR. DIAMOND: |'mjust asking. | nmeanif
there's such a difference between -- there's such a
di sparity between the critical syndrome that this
patient did not have on basic |aboratory paraneters
and the calculations. |I'mjust trying to think of
anything --

M5. McBURNEY: There was an error nade at
thelab. And it was dosineters with the bl ood sanpl e.

DR SHERBI NI : There is potential for
error in cytogenetics testing. | don't know if you
know t he details of the process but what you have to
do is look at the cells after culture and identify
cells that two centineters dicentrics.

DR DI AMOND: Hopefully he doesn't have
acute | eukem a.

DR. DI AMOND: Seriously. That's a degree
of cytogenetic anonali es.

DR. SHERBINI: No. Actually, there are
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several conditions that can mmc dicentrics, and
that's one possibility, the lab m ght have m staken
t hese conditions for true dicentrics. And what they
do is they count dicentrics and then go to calibration
curve and read off the dose fromthese curves. And so
it's easy to nmake m st akes.

But the ot her piece of data is the repeat
test on that person showed t hat t he dose was negati ve,
that's all.

The net result of this was that the NRC
rejected the initial cytogenetic test, and they al so
rejected the | i censee' s dose assessnents as being too
conservati ve. W felt that the |icensee nmade
assunptions that were conpletely unwarranted. For
exanpl e, they neglected all the shielding around the
sour ce, which of course rai sed the dose. They al so --
t hey had estimated how far the people were standing
fromthe source, let's say three feet. They used t hat
three feet as the distance to the body, which is of
course not correct, because you'd be calculating the
dose to the feet, basically, which is not what you
want. You want the dose to the vital organs, and so
t he di stance up fromthe source is nmuch greater than
three feet. And so putting all these things together

makes a big difference in the dose you assess. And
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when al | these assunptions were renoved, we were abl e
to drop the dose from6 remto 0.3 remquite easily,
and these are the nunbers we finally accepted for this
assessnent.

| think this clearly denonstrates that NRC
will go to great lengths to try and get the nost
reasonabl e assessnment of the dose to the people. But,
agai n, the fundamental underlying thing is that the
data has got to be there. W don't like to nmke
assunptions, but we will if we have to, and avoi di ng
having to do that neans that the data nust be
avai l able. And usually the best person to provide it
is the licensee. Yes?

M5. McBURNEY: If this is the case |I'm
thinking of, this was a Texas |icensee and he was
wor ki ng i n Mont ana.

DR. MLLER You're right.

M5. McBURNEY: And one of the | essons that
we | earned fromthis and several other instances in
whi ch we want to get good data on cytogenetics is that
t he programthat we had depended on for many years at
Cak Ridge had lost its funding. And so we're trying
to work with NRC and perhaps CCE and try to get that
rei nst at ed.

DR MLLER Yes. What Ruth's identified
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isthis particular caseidentifiedadilema, | guess,
for lack of a better word for us in getting good
cytogenetic test results donestically. Sam touched
on the fact that we had separate blood tests
eval uated, but we had to go overseas to get that done.
And getting it done in a tinmely manner and getting it
done econom cally, as economically as we could, so
it's Sam's currently working on an effort trying to
see other -- what other capabilities are, and are
t here i ndeed other capabilities in the United States
that we haven't identified?

And part of the reason that he's doing a
presentation this norning and not this afternoon is
he's traveling this afternoon to the University of
Pittsburgh to do sonme further evaluation of their
capabilities there. But it'sidentifiedadilenmafor
us. It's rare that we or maybe the states woul d have
the need for this, but when we do have the need for
it, as Sam's pointed out, we had the need for it in
a fairly timely manner. And | guess, Sam, you
haven't tal ked about it but we nade a third attenpt,
| guess, to go to South Anerica to try to get sone
results --

DR. SHERBINI: On, yes.

DR M LLER -- and it does add to the
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dil et”ma of having to go overseas, and because of the
ti me del ays of the sanpl es reaching the | aboratory in
South Anerica, the sanples end up being, | guess,
voi ded because of tine del ays.

DR. SHERBI NI : Yes. They degrade it. As
Charlie indicated, the problem with using overseas
facilities is that we tried to send a sanpl e to Brazi
because they were the people who did the Guyana
i ncident so they had a great deal of experience. But
the difficulty we encountered was the Brazilian
government does not permt blood sanples into the
country. And so we could not get the blood into the
country to get it to the lab. Fortunately, the UK
does al l owthis kind of shipnent as we were able to do
that, but this varies fromcountry to country and of
course it can change over tinme. And so we m ght |ose
our UK capability any tinme if we change their laws in
t hat area. So it's very inportant to have a U S
based facility, and that's what we're working on

DR MLLER It's a challenge.

CHAI RVAN CERQUEIRA: It is, definitely.
Subir, you had a comment, question?

DR NAG Yes. I think this also
under scores that when you are naking an estimte, a

dose estinmate, there are so many factors that you are
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presum ng or assum ng that the dose difference can be
not just a matter of two, three, four tines but as
much as 20 to 100 ti nes dependi ng on the assunptions
we are nmaking, inverse square |law, biological half-
life of the radioactive material and so on.

| mean just because you're getting an
estimte of, say, 100 mllirens may nmean you went from
one mlligramto as nuch as ten grans.

DR SHERBINI: Well, yes and no. | agree
with youthat this is the case, but what I'mtrying to
say is that, for exanple, in the MT case it's true
the biological half-life can vary from person to
person, but there was enough data in that case for us
to actually determne the biological half-life for
this particular person. And so that allowed us to
elimnate this source of uncertainty. And if you go
-- for each factor that goes into the calculation,
t hen they can add up, and i f you have the actual dat a,
then you can elimnate the sources.

The third case, it's a controversial one,
St. Joseph's Mercy Hospital, it had to do with a
patient was adm nistered |-131.

DR. NAG The fanous one.

DR. SHERBINI: Yes. And the daughter of

t hat patient was sitting next to her. The patient was
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dyi ng and t he daughter, presumably, sat next to her
bed on and off during the period July 1 to 7, 2002.
When doing the dose reconstruction we found that it
was not necessary to do those cal cul ati ons, because
the Ii censee had actual |y nmeasured t he dose every day
at the place where the daughter was sitting, and so
t here was no need to do dose rate cal cul ati ons. Wat
was necessary was to estimte the tine, the duration
of exposure for each day that the daughter was sitting
next to her nother.

The total dose assessed by the NRC for
that period and by the |icensee, unfortunately, were
at variance with each other. They did not agree by a
| arge margin. And al t hough t here was no di sagreenent
regarding the dose rates on which the cal cul ations
wer e based, the di sagreenent centered on the esti mates
of stay tines, how | ong the daughter stayed next to
her nmot her during that period. And the |icensee and
the NRC disagreed quite significantly in that
paranet er, and so what we are doing nowis we're goi ng
back to the region to ask for details and maybe even
tothelicensee to find out what the story i s and what
really is the nost appropriate time to reconstruct
t hat dose situation

DR. SULEI MAN: Do you need to conme up with
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a single nunber? Wy don't you put an upper or | ower
estimate?

DR. SHERBINI: W can do that. It would
be nice to narrow down t he range because the range is
quite wide. | don't want to say what the range is
because it's still -- we're still discussing it, but
it is quite wide, and it would be nice to narrow it
down.

DR.  SULEI MAN: Let the facts speak for
t henselves. | nean that always fascinates nme. |If
it's an order of nmagnitude, then you should --
obvi ously, you want to tighten that up, but --

DR. SHERBINI: Yes. Well, obviously, if
we can't tightenit, then that's howit woul d have to
stay. But you would think that, well, the stay tines
are basically just tal king to the daught er and aski ng,
"What did he do?" And so it's interesting that even
there there is disagreements between the two groups.

DR. DI AMOND: Sami, just out of curiosity,
was this woman truly ill when the 300 mllicurie were
delivered or did the patient have an intercurrent
illness after adm nistration of high-dose iodine in
whi ch she becane extrenely ill, had a nassive heart
attack the day after adm nistration?

DR. SHERBINI: No, no. She was certainly
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ill. 1 mean in fact she died on July 7. That's when
the --

DR. DI AMOND: Just for the sake of this
conmttee, nothing to do with what you're talking
about, it raises avery interesting aspect of nedical
judgenent on why in the world a physician would give
hi gh-dose 1-131 to a person of this |ife expectancy,
not only froman ethical point of view but also any
ti me you gi ve a radi onucl i de you have t o consi der t hat
patient's ability toconply withregulations. Isthis
patient going to be able to be helpful with the
nursing care? There are a whole sort of issues with
this, and at first gl ance, not knowi ng t he case, there
are sone inportant clinical issues at hand.

DR. M LLER The ot her issue that we face,
which I'm sure you would be concerned with is that
human nature issue of a |loved one who is next to a
dyi ng parent or a dying relative who's received that
dose and the exposure of that |oved one, and you --
where do you strike the balance with regard to their
ability tobewiththeir | oved one in their dying days
versus the radiation concerns? It strikes a bal ance
-- it's a noral dilemm as well as --

DR. DI AMOND: But there are very, very few

ci rcunstances in which you can justify with a person
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with -- let's assunme, since we don't have the facts,
she's dying of conplications of widely netastatic
thyroid cancer, differentiated thyroid cancer.
Adm nistration of 300 mllicurieinthis setting wll
have no absolutely no bearing on that person's life
expectancy and only inpair that final relationshinp,
the quality of it and so forth.

CHAI RVAN CERQUEI RA: Sam, | wonder if
you'd care to comment on the letter that was received
fromthe Carol Marcus and several letters are going
back and forth. This was given out to the Commttee,
and the Cormittee nenbers got letters from-- emails

from Carol and the other people.

DR. SHERBINI : | takethe Fifth. First of
all, I think there are things that are not clear in
the letter. For exanmple, she nentions dose

cal cul ations whereas in fact there were no dose
cal cul ations. There were neasurenents and so those
cal cul ati ons were not necessary. And the only thing
that had to be estimated in fact was tinme, and so --

DR. NAG And distance?

DR. SHERBI NI : Pardon?

DR. NAG Distance and tine.

DR. SHERBINI: Well, even di stance i s not

really --
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DR. NAG Because you can't be right on
top of the basin 24 hours a day for so nany days.

DR. SHERBI NI : True, but the dose gradi ent
close to the patient's bed was not very short. And so
even if the daughter noved back and forth a little
bit, it really woul dn't have such a great i nmpact. And
I don't think there is nuch controversy or
di sagreenment regarding the dose rate in which the
daughter was sitting. | think the di sagreement was
how | ong she sat there. And that's really it.

DR. SULEI MAN: There wasn't an i ssue where
she enbraced her nother and hugged her?

DR SHERBINI: No. Thetines involved are
very large. We're talking tens of hours. And soit's
not a two second thing. She sat there for what sone
claimis the entire day, and so we're talking |ong
time periods, and so it's --

MR. LIETO And there's al so a di screpancy
as to when it started.

DR SHERBI NI :  Yes.

MR. LIETO As Sami pointed out, the NRC
cal cul ati on began with the day of adm ni stration. And
to answer one of Dr. Di anpbnd' s questions, the patient
when admnistered, had renal function and was

consci ous and the expectation was that she was going
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to be discharged. So it wasn't that she was in -- she
didn't gointo renal function until two or three days
after, and that's when things went sour.

DR SHERBIN : | guess the --

MR. UFFELMAN: Bill Uffel man, Society of
Medi cine. And not to defend Dr. Marcus but there are
addi ti onal docunents in the pile that you have by Dr.
Royal as the President of the Society of Medicine. W
had a couple neetings with at |east conm ssioners,
Conmi ssioners MGffigan and Merrifield, and then
there are sone letters relative to that. And one of
the topics was not so nuch the specifics of this but
the reality that there is expertise out in the
community, sitting around this table that we as a
society felt that the NRC coul d benefit frombringing
in additional experts or calling on that expertise.
And at the end of Septenber your charter was anmended,
and | presune you' ve all seen that, to indicate that
you in fact can all now be experts. And we have since
witten aletter to the conm ssioners comrendi ng t hem
for doing that because we felt it was consistent with
the discussion that was kind of summarized in the
letter there.

And then Dr. Seigel and Dr. Marcus have

witten a mnonograph that at sone point wll be
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published in the Journal of Nuclear Medicine soon.
You may have all or some of you may have benefited
fromthe emails to that effect, but | didn't feel that
| could distribute that until it got published. Then
| guess when you have your future neeting, that
probably will be included with it.

DR SHERBINI: Well, if | m ght corment on
that. | think this m scharacterizes the problemand

the issues really. The problem as | see it, is not

one of expertise. | think we have plenty of high-
qual ity expertise in the agency. | think, as these
cases should have illustrated, and there are a | ot of

other cases simlar to that, is that the outcone is
dependent on the quality of the data that we use to do
t he assessments. The expertise in terns of actually
doi ng t he cal cul ati ons, running the codes and so forth
is there. But as the fanobus conmputer "garbage in,
garbage out"” kind of thing, you have bad data in,
you're going to get bad assessnents out. It has
nothing todoreally with the expertise. It has to do
wi th how nmuch | ater do we have the quality of the data
and how many assunpti ons we are forced to make because
the data is not there.

DR. WLLIAVSON: Well, | think thereis a

legitimate i ssue that's being raised by theseletters.

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

411

| certainly agree the industry standard is when you
don't have the data, you nmake the worst possible
assunption to get the highest number. But | guess
maybe in these scenarios one can question whether
that's really a good idea, that perhaps you shoul d
provide a range of nunbers based upon different
scenarios and site uncertainty and that this should
probably be taken into account in the severity of the
regul atory response, that if indeed the people were
maki ng reasonable efforts to protect this grieving
per son and soneone cones al ong | ater and cones up with
sone different estimate, | nmean this should all be
consi dered, and nmaybe the individuals shouldn't have
been ci ted.

| think this is really the issue of
phi |l osophically when there is a large anount of
uncertainty in the data, this shoul d be acknow edged,
and it doesn't seem appropriate, especially when
there's no i ssue of nmedical harmto anybody, this is
all sort of a -- at the sort of epidem ol ogi cal |evel
we're considering even 2 rem exposure. Wy do you
necessarily hit the licensee with a regulatory
response asif withcertainty they delivered this high
limt?

CHAI RVAN CERQUEI RA: Al t hough, again, it
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| ooks li ke there are several issues here. Oneis just
a conservative approach to t he dose cal cul ati ons, and
| think in this particular case that you had all the
data, it's just a matter of the tine, and that seens
to be a very subjective variable that went into the
cal culation. And in the other cases, | think, again,
the differences in that initial one between their
estimate of 600 -- | nean those nunbers are rel atively
smal | . So | think one thing is just the overal
approach, and certainly fromthe three cases presented
here, it seens to be a realistic approach.

DR WLLIAMSON: | think that -- well --

CHAI RVAN CERQUEI RA:  Davi d?

DR. DI AMOND: Yes. W all understand that
there are inherent difficulties in the cal cul ations
based upon those variables. | think the nore
i mportant point is, Sam, in your opinion, are there
truly differences between how the staff, NRC staff
cal cul ates these doses, what algorithms they use and
per haps t he net hodol ogy and t he al gorithns that woul d
be used by outside individual s? |In your opinion, is
there a difference?

DR. SHERBINI: No, thereis no difference.

DR. DIAMOND: Soif there's no difference,

| don't understand the substance of these letters
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t hen. If the methodology is the sane, there's no
di fference. If there truly is a difference in
met hodol ogy, then there needs to be di scussion on the
t opi c.

DR. NAG There's not a difference in
net hodol ogy of calculation, it's the difference in
your estimation. For exanple, are one foot away or
one and a half foot away. Although it doesn't sound
like a big difference --

DR. DI AMOND: | understand that.

DR. NAG -- it makes a huge difference

DR. DI AMOND: But that's not what the
| etters are saying.

DR. NAG If you add a | ot of assunpti ons,
when you add four or five different assunptions, they
all add up. Two tinmes, that's a two-fold difference
wi th one assunption. Another two-fold difference --
and all of them are on directive sides. When you
multiply themthen it becones, in a sense --

DR. DIAMOND: Right. That | agree wth.

It woul d be nore useful to have ranges, as was poi nt ed

out, but as far as the actual nethodol ogies, | nean

it's radiation -- it's basic radiation cal cul ati on.
DR. SHERBI NI : Yes. There's no

difference. | think the point raised here was well
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taken in that the nost fruitful area to discuss and to
consider | think is the kinds of assunptions that
woul d be reasonable to make in each given case.

DR. SULEIMAN: Did you do any chronosone
testing for the --

DR SHERBI NI : Pardon?

DR, SULEI MAN: Did they do the bl ood
testing on the woman, on the daughter?

DR SHERBIN : No, they did not.

DR SULEI MAN: Because t hat woul d val i date
if you're -- that would clearly cone in -- that would
support one or the other set of --

DR SHERBINI: The doses even with the
hi gh estimates are belowthe sensitivity limts. So
they wouldn't really help very nuch.

M5. SCHWARZ: | have a question.

CHAI RVAN CERQUEI RA:  Yes.

M5. SCHWARZ: |s the NRC planning to at
some time in the future look into the idea of
col l aborating with nenbers in the comunity in terns
of doing these types of cal cul ati ons?

DR. SHERBIN: | think what we're trying
todoistoabsorbthe informationthat we've received
and try to decide where to go fromhere. The NRCis

goi ng --has been going through what | would call a
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par adi gm shift. Traditionally, when we did dose
cal cul ations --

DR. NAG Mbst conservative.

DR.  SHERBI NI : --  we always used
conservati ve anal ysis, because that way if things are
okay based upon conservative anal ysi s, you had not hi ng
to worry about; it was easy to defend. W' re noving
towards a realm of trying to risk inform our
operations and our way of doi ng business. That's not
a step change in the way that we do things and t he way
we do business. It requires what | would call a shift
inthe way that we think. And that shift doesn't come
over ni ght because you' re taki ng peopl e who have been
working in the field, in many cases, for many, nmany
years and you're asking themto change the way that
t hey' re doi ng busi ness. That takes, i n sone respects,
a cultural change. That's the challenge, but
nevert hel ess our chall enge and what the Conm ssion
wants us to do is nove towards a nore risk-inforned
approach. To that extent | think trying to build the
various thoughts that we get from groups into that
hel ps, and to the sense that the Commttee can give
us counsel in that area, that al so hel ps.

But | think what Sam's tried to poi nt out

are two things. One, to the extent that the |licensee
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can take immediate action to try to gather
information, that goes a long way fromnot having to
apply conservati sns where you don't need to. To the
extent that that doesn't happen, well, thenwe're |l eft
wi th how do we use a risk-infornmed approach to try to
anal yze the situation.

And it's very interesting from our
appr oach because goi ng back to the second case t hat he
tal ked about, the well logging case, | had an
opportunity to go out to Montana and neet a nunber of
peopl e who were involved in this case. And these are
pl ain people who work -- they're not -- and | don't
mean this in any derogatory manner, for the nost part
t hey' re not col | ege-educat ed peopl e, they work out in
the field, they're oil rig workers. It's a comunity
who doesn't understand nedical science in any way,
shape or form and they really are | ooking to the NRC
to try to nake sense of this for them Because
they're worried about what kind of health effects,
what did they read in the newspapers, what did they
see on TV. Radiation is harnful, so they get very
concerned about that. So we have to take our duties
seriously to decide where do we draw the |ine. I
guess that's kind of a | ong-w nded answer, but we are

trying to nove towards a nore risk-infornmed approach
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To be quite blunt, Sane's too much of a
gentleman to say this, but some of the letters we
received were pretty, | would call, violent kinds of
letters. And they go back d-- they don't go back j ust
because of this one case, it goes back to a nunber of
years, | think, of frustration on the part of the
letter witers with regard to how they view the
conservatismthat's put into the NRC s cal cul ati ons.

So we'retrying to nove towards tryingto
get enough informati on as we can so that we can nove
not only to a risk-infornmed approach but totry to get
as realistic of results as we possibly can. And
that's the chal |l enge that | have, that's the chal |l enge
that |1've given ny staff.

DR. WLLIAVSON: Well, | mean, | guess --
| think that, you know, what a good scientist does is
not just think internms of an answer that you get with
a conput ati onal nmethodol ogy. You think in ternms of
uncertainty, there are established rules for
estimating uncertainty and principles, and | think
this is sort of one way to inform your reqgulatory
responses to take i nto account not only that magnit ude
of the estimate but the uncertainty thereof.

DR, W LLI AVSON: And | think we do

sonmetimes. | mean if you're |ooking at that second
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case, we could have taken the first results we got
with regard to the cytogenetic testing and canme out
with a conpl ete overreaction

M5. McBURNEY: Right.

DR WLLIAMSON: But it didn't make sense
to Sam, as the expert on the case. It just didn't
make any sense, given there were no health effects
noticed, something just -- the reconstruction given
t he size of the source didn't seemto make any sense.
So that's where you' ve got to take a step back and
start trying to use other |ogical uniques to say
sonet hing's not right here.

CHAI RVAN CERQUEI RA:  Al'l right. | think
we should try to wap up the discussion. Bill, one
| ast comment.

MR. UFFELMAN. The comment | wanted to
make was one of the frustrations that Dr. Royal and
ot hers had voi ced was the | ack of availability of the
information that you all have used so that you could
i ndependently sit down with the back of an envel ope
and make a cal cul ation, that the information was not
avail abl e at the time and becane avail able after the
nmeeting with the conmm ssioners.

DR. MLLER Yes. Andto a certain degree

we have to protect that information because of the
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rights of the individuals who have been affected by
this. So there's certain privacy rights that they
have, and the way that we have to roll out the
information has to continue to protect those privacy
rights.

MR. UFFELMAN: But the results were
announced but not the arithnetic -- not what went into
the --

DR. M LLER The nunerol ogy that was used
to do that?

MR UFFELMAN: Ri ght . That was the
difficulty, the |lack of data.

CHAI RMVAN CERQUEI RA:  Sam , thank you very

much.

DR. SHERBINI: There's a second part.

CHAI RVAN CERQUEI RA: (nh.

DR SHERBINI: ['Il tryto gothroughthis
very quickly.

MR. ESSI G Angel a does not need 45
m nut es.

CHAI RVAN CERQUEI RA: Ckay. Well, she's
going to have about ten. Gkay. Nicki, go ahead.

M5. HOBSON: Well, you knowfromli stening
to me five and a half years that access to quality

nmedi cal care delivered by conmpetent physicians in a
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safe environnent is a major issue for patients. And
to the extent that the application of the regul ations
interferes with that process, that's al so a concernto
patients. W want good health care to be avail able
easily, and if the regul ations drive providers out of
t he busi ness of giving these treatments or diagnostic
tests of whatever, then that's bad for patients.

Now, | don't have any opinion on who's
ri ght and who's wong on this particular issue, but it
| ooks to me in ny sinple way of | ooking at things that
you have two groups of very highly qualified people
who are di sagreeing over sonmething. Maybe it's the
net hodol ogy or | don't knowwhat it is. But what harm
woul d conme fromgetting those groups together to see
where are the differences, where are the points of
di sagreenent, who could we resolve that? Seens to ne
that sone benefit would come out of a process |like
that, informal or formal, however you woul d structure
it. | would encourage you to do it.

M5. SCHWARZ: It seens to nme also that
actual coll aborationw thindividualsinthe comunity
certainly woul d be a positive thingto pursue, because
there is expertise in the agency as well as certainly
inthe comunity. And it wouldn't have to be that it

woul d be a violationof theindividual's trust either.

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

421

| mean this doesn't have to be announced in the
newspaper, but it could be certainly calcul ations
performed to assure both sides of this issue that the
ri ght approach is being taken and that the ranges are
bei ng | ooked at, not just the actual nunber.

DR. SHERBIN: Okay. [|'Il whiz through
this second one in five mnutes, hopefully, because
we're running short of time. VWhat I'Il do is just
present the problemjust to make you aware of what's
goi ng on.

This has to do with nonitoring of the
hands of people working w th radi opharmaceuticals.
The problemis this: People usually nonitor the dose
to the hand using finger badges, which are worn |ike
a ring on the base of the finger, and people are
handing things with the tips of the fingers in many
cases. Qur regulation requires that the dose be
nonitored at the |location that receives the highest
dose. Now, the place where the dosineter is |ocated
and t he pl ace where the dose i s being recei ved are not
the same. And the question is should there be some
kind of correction factor that is added to the
dosi meter reading to get a dose that woul d be used to
show conpliance? And that isreally the issue that we

are struggling wth.

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

422

To conplicate this is the fact that the
dose limt to the skin or the extremties has been
changed recently. The previous dose was -- the
previous limt was 50 rens to the nost highly exposed
one square centinmeter of skin. The newlimt is 50
rens to the nost highly exposed ten square centinmeters
of skin. Now, that represents a relaxation of the
dose limts, in some cases quite considerably, but it
makes nonitoring a bit nore difficult or at least it
makes deci di ng whether a correction factor is needed
or not is nmore difficult.

So if you're doing -- there's a two-
pronged approach going on right now. I ndustry is
maki ng sone neasurenents of dose placenment and dose
received using nultiple dosinmetry and so forthtotry
and figure out what ki nd of correction factor woul d be
appropriate in that case.

And the other effort is theoretical. W
don't need -- the other effort we're working with Qak
Ridge to try and do this by calculation. W are
trying to calculate when sonebody handles various
types of geonetries with various 3-Dnuclidesinthese
contai ners, what kind of dose would be received by
fingering and what kind of dose would be received to

show regul atory conpliance?
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And the end result we're hoping to get
fromthis is to decide whether it is appropriate to
use the fingering reading directly wthout any
corrections or whether a correction factor is needed
in order to show conpliance with our dose limt. So
that's where we are right now. W don't know the
answer yet, but that's where we are.

M5. SCHWARZ: And you're coll aborating
that with GCak Ri dge?

DR SHERBINI: Yes. At |least that's one
part. Corrar is the industry armthat's doing the
measurenments of -- or supervising the nmeasurenents.

MR. LIETO Sam, isthe, | won't say the
intent, but what you're thinking is that the
correction factor woul d be a nunber greater than one
and t hat woul d have to be appl i ed to
r adi ophar maceuti cal handling?

DR. SHERBIN: \Well, we're hoping that
with the change in the dose |limt to -- ten square
centineters is basically the area of the entire
finger, and so we're hoping that with this change the
appropriate correction factor m ght be so cl ose to one
that we don't need a correction factor. This woul d be
t he best outcone really to nake things a |l ot sinpler

t han having to use a correction factor. Especially,
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if you have to use a correction factor, it wl
probably be different depending on the kinds of
mani pul ations that you are doing, and so it kind of
conplicates things a little bit. So, yes, we're
hopi ng that the correction factor woul d conme out to be
nearly one, but we don't know yet.

M5. SCHWARZ: And | have one other
guestion. Wen do you anticipate this work would be
conpl et ed?

DR SHERBIN : It will probably take cl ose
to a year, | would think. It's a conplex set of
calculations, and so it will take sone tine.

DR. WLLIAMSON: Do you plan to publish
this as a technical report or NUREG or sonething?
That sounds like it would be a very interesting study
to summarize in sone detail, in witing for the
benefit of the comunity.

DR SHERBINI: We're hoping to publish
this inthe openliterature once we get all the data,
yes. Thank you.

CHAI RVAN CERQUEI RA: Thank you, Sam.
Wiile Angela's comng up, she's just infornmed that
after lunch the Ron Zel ac update on interpretation of
10 CFR 35.61 will be given first, and then the other

things will follow after that. And now Angela is
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going to be talking about radioiodine activity
threshold for treatnent of hyperthyroidism

M5. WLLI AMSON: Good afternoon. 1'I1l try
to make this very quick. | probably never really
needed the 45 m nutes. It kind of depends on how nany
qguestions this issue raises, but we actually m ght be
in good shape despite how things | ook right now.

| know that the ACMJ, that everyone
sitting around the table this norning knows who I am
but for the benefit of the audi ence ny nane i s Angel a
Wl lianmson, and | work in NMSS, the O fice of Nucl ear
Mat eri al Saf ety and Saf eguards. And one of ny primary
functions i s coordi nator for this Advisory Conmittee,
and |'mhere today to bring an i ssue to the ACMJ to
get their input on an issue that the regions have
recently identified. And that issue, as the title
states, is should there be an activity, a radi oi odi ne
activity t hreshol d for t he t reat ment of
hypert hyroi di sm So let's go on ahead and get
started.

What brought this issue -- let ne give you
a little bit of background to put this all into
context. Under the previous regul ation, the previous
nmedi cal regul ation, 10 CFR 35, the regi ons were not

l[isting an iodine activity limt on the licenses of
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licensees for the treatnent of hyperthyroidism and
the reason why they didn't is because it was assuned
t hat no one woul d use nore than 33 mllicuries. Well,
now we' re operating under the new Part 35, which was
effective as of Cctober 2002 and there are lim ts that
are in the newregulation. For |less than or equal to
33 millicuries there are training and experience
requi renents, and for greater than 33 mllicuries,
under 35.394, there are training and experience
requirenents.

Thi s has now brought up an issue within
the regions because the regions are now renew ng
licenses for people who previously were authorized
users under the new regul ation but they' re renew ng
the |icenses -- they have to renewthe |icenses under
the revised regulation now. And these very sane
I icensees they're claimng that they have experience
using greater than 33 mllicuries, but we don't have
any documentation because we didn't -- it was not
being listed in previous |licenses.

In addition, these sane |icensees are

stating, "Not only should | be able to use greater

t han 33 mllicuries, no docunent ati on
notwi t hstandi ng," they're also saying, "I should be
abl e to use whatever activity I want to use.” So for
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| think a now obvious reason, this has becone
problematic in the regions. They want to accomrpdat e
the licensees but they don't quite know how to do it
because they never had the initial proof inthe first
pl ace that denonstrates that these people are indeed
qgual i fi ed.

So that brings us to the question that
needs to be answered: For these particul ar groups of
I i censees, should NRC, regardl ess of what they claim
should we restrict their activity or restrict the
activity that they are using for the treatnent of
hyperthyroidism or is this a practice of nedicine
i ssue and we shouldn't Get involved with restricting
the activity? That's the first question. And the
second question is if +the activity should be
restricted, then what's the upper limt?

Now, |l et me throwin one nore qualifier as
we' re debating these questions. The reason why the
licensees believe that they should be able to use
however nuch activity that they feel is necessary is
because they're saying for certain cases of patients
t hey have to superdose thembecause of the | ow upt ake
within the thyroid. The uptake is somewhere between
five and seven percent, so they have to conpensate for

that, and that's the general reason that they're
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gi vi ng peopl e -- the general reason why they feel they
should be able to give them whatever they feel is
necessary to give them So that's the question.

CHAI RVAN CERQUEI RA:  Di ck?

DR. VETTER Yes. It appears to ne that
within the regulation hyperthyroidism is not even
mentioned and it shouldn't be, because we're not
trying to tell doctors what they woul d prescribe the
i odi ne for. W sinply nore or less, arbitrarily,
based on experience, drew a line at 33 mllicuries
sayi ng bel ow t hi s nunber you need a certain anmount of
trai ning, above it you need additional training. And
it's not referring to any nmedical condition at all.
W're not telling a doctor he can't give 50
mllicuries for hyperthyroidism but if he wants to
gi ve 50, he's got to have nore experience in handling
radi oactivity.

DR. WLLIAMSON: To follow, ny point was
the sanme thing. | don't see where hyperthyroidi smor
thyroid cancer are nmentioned as the two clinica
indications in this regulation. Very quickly reading
35.392 and 394, the only difference in the training
and experience is that they have to show three cases
of experience greater than 33 millicuries in one and

three cases less than 33 mllicuries inthe other. So
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what is wong with applying that criterion and asking
themto basically fill out a Form313A that docunents
experience with three cases |less than, three cases
nore than and |icense themfor both?

CHAI RVAN CERQUEI RA:  Ral ph?

MR. LI ETO Angel a, were these individual s
l'i censed under the old Part 3007

MS. W LLI AMSON:  Yes.

MR LIETG Well, then | would think that
t hey woul d be grandfathered in.

MS. W LLI AMSON:  Yes.

MR LIETGO Okay? And so it wouldn't be
an issue fromthat standpoint. |If it's an issue of
possession limt internms of hownuch t hey coul d have,
again, | think it would be a matter of what they felt
was appropriate for their practice of nedicine. The
i ssue of being above 33 mllicuries would be if the
patient follow directions or conply wth the
restrictions for rel easeintothe general public, then
they have to be hospitalized and if they're
hospitalized, then you' ve got all those things. And
that's where that 33 mllicuries came in. But | think
t he questi on about whet her having the authority woul d
again | think under this renewal process would be a

matter of if they were authorized for 300.
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Now, the question that's conme up actually
is the reverse in that under 200, old 200 physi ci ans
were al l owed to adm nister mllicurieanounts of I-131
for diagnostic studies, whole body retention studies
and so forth. The probl emhas occurred t hat under the
new Part 35 that with the Section 392, okay, there's
this gap or gray zone where they're not all owed to use
the 1-131 because it requires a witten directive and
t hey have no necessarily docunent ed trai ni ng that they
did this. And | have questions about relating to
D ck's question about preceptor. Vell, how do we
docunent this as we nove into the new Part 35 for
renewal ? We're docunmenting for these physicians to
allow themto continue to do the diagnostic studies
with 1-131, which required maybe nore than 30
m crocuri es.

M5. W LLI AMSON: The grandfathering -- we
know that these people are qualified. They were
qualified under the old regul ation to be AU so we know
that they continue to retain that qualification, but
the issue with grandfathering -- the issue withit is
that they are -- we have no docunentation that they
have actually -- no proof that they have actually
handl ed what they said they handled. And so we're

trying to get a grasp on how we can ascertai n whet her
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or not they really have this experience.

MR LIETG Well, if they were authori zed,
say Dr. X --

M5. WLLI AMSON: Right.

MR. LIETO -- was approved for 35.300.
Well, the training and experience had to have been

there for hi mto get authorized under the |license. So
you --

MS. W LLI AMSON:  True, but we assune that
he was using no nore than 33 mllicuries, and now
they're comng in --

MR LIETO No. No. Three hundred was
any radi opharmaceuti cal therapy, period.

CHAI RVAN CERQUEI RA:  Yes. Dick and then
Davi d.

DR VETTER If it's a mtter of
docunent ati on, then these physicians sinply need to
fill out a new 313A and whoever they were working with
or under sign it as the preceptor, and now t hey have
t he docunent ati on.

CHAI RVAN CERQUEI RA:  Davi d?

DR. DI AMOND: Yes. | think that issue can
be easily resolved as well. I would like just to
point out that these requirenents are not to ny

thinking in any fashion, and in fact this is exactly
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t he | anguage t hat t he endocri nol ogi sts want ed a coupl e
years ago. | see absolutely no reason to nodify this
| anguage. | don't feel there's any burden what soever,
and | think that the grandfathering issue is easily
overcomable to ne. So | don't think any additional
action needs to be taken on these regs.

M5. W LLI AMSON: So | think what 1'm
hearing is that -- for any licensee that fits into
this category ask themto fill out a new 313A, get a
preceptor's statenment that the person is experienced
handling greater than 33 mllicuries, and don't be
worried about restricting activity, don't worry about
an upper threshold for these folks.

DR W LLI AMSON: | think that's right,
just qualify themas 94 or 92, as appropriate, for
what they've asked and plan to do.

CHAl RVAN CERQUEI RA:  Leon?

DR, MALMUD: There is an underlying
question. Currently, radiol ogists arenot requiredto
have nore than three nonths of nuclear nedicine
experience in the course of their residency. 1 think
it had been six nonths and in the course of either
three or six nonths they may not have had the
opportunity to provi de to provide radi oi odi ne t herapy

inadose greater than 30 mllicuries. It may be that
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during that period of tinme no patient was treated with
over that dose of radioiodine. The questi on,
therefore, is not having had that experience is that
of concernto us for a board certified radi ol ogi st who
does have the experience and who has had the
experience in providing doses of less than 33
mllicuries. |Is that of concern to anyone here?

DR VETTER: I[f | understand this
correctly, the current regulations sonmeone ABR-
certifiedindiagnostic radiologyisnot automatically
qualified to adm ni ster radioi odine. They nust see
these -- they nust have additional training and
addi tional patients evenif they are board certified,
because ABR i n di agnosti c radi ol ogy does not include
this qualification

DR. MALMJUD: So that currently, fromyour
under standi ng of the regs, and I'mnot on top of the
regs currently on this issue, a radiologist is not
aut horized to give |-131 therapy unl ess he or she has
had experience, docunented case -- on a case-hy-case
basi s?

DR. VETTER: 1'Il clarify. A radiologist
certified by ABR and diagnostic radiology is not
qualified. If that person is certified by the

Ameri can Board of Nuclear Medicine, then they are
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qgual i fi ed.

DR MALMUD: | wasn't referring to the
nucl ear physi ci an. | was referring to the
r adi ol ogi st . Many hospitals don't have nuclear

physi ci ans.

DR. VETTER. Well, a radiol ogist could be
certified by American Board of Nucl ear Medicine.

DR. MALMJUD: Many hospitals do not have
radi ol ogi sts that are certified by the Aneri can Board
of Nucl ear Medicine. So that the question is, and |
don't know the answer, but the question is a board
certified radiologist who has had a rotation or

rotations in nuclear nedicine as part of his or her

residency currently qualified to provide 1-131
t her apy?

DR W LLI AMSON: Wll, | think it's a
conpl i cated question. If you |look at the current

trai ni ng and experi ence regul ation, | believethat the
ABR di agnostic radiology qualification does not
conformto the requirenments as currently stated for a
recogni zed credential. So anybody in radiology
through the regulations in the main part of the
docunment woul d have to qualify under the alternative
pat hway. |f you ook in Subpart J, 35.92 and 94, it

doesn't actually nmention any residency.
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MR LIETO Well, Dr. WMl nud, to answer

your question, if a physician is ABR certified in
radi ol ogy, can he be authorized to admnister
radi opharmaceuti cal therapy, and the answer is, yes,

provi di ng he applies and i s approved before Oct ober of

2004.

M5. McBURNEY: Right.

DR, VETTER  Excuse ne?

MS. M:BURNEY: Because they can use
Subpart J.

DR VETTER  You need be careful about
radi ol ogy versus di agnostic radiology. Radiology is
an old board that included training in therapy, but
ABR and di agnostic radi ol ogy does not include that.

DR MALMJUD: I'Il rephrase ny question.
A radiologist finishing his or her training in the
year 2003 does not require much by way of nuclear
medicine training in the course of the radiology
resi dency. Currently, those individuals can be in
practice or enter practice and provide |-131 t herapy.
| s the question on the table --

DR DIAMOND: No. The answer is no.

DR. MALMUD: The answer to what question
is no?

DR. DI AMOND: The answer is there's a
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di agnosti c radi ol ogi st com ng out of training today
who by virtue of his training -- his or her training
experience has not, for whatever reason, satisfied
t hese additional requirenents. I's that individual
able to go and give 1-131? | believe from ny
under st andi ng of the regul ations the answer is no.

DR MALMJUD: Including less than 33
mllicuries.

DR VETTER That's correct.

DR DI AMOND: That's correct.

DR. MALMUD: kay. So you've answered the
guestion for ne.

DR. DI AMOND: May | ask you why you were
asking the question in the first place?

DR. MALMUD: Because | don't see t he great
significance and difference between giving 33
mllicuries and giving 50 mllicuries for precisely
the reason that Angela raised, and that is that are
some patients who may be com ng back for a second
treatnment of 1-131 whose uptake is |ow because the
first dose reduced the uptake and yet they have still
have a larger goiter, are still hyperthyroid and
require a dose greater than 33 mllicuries.

DR. DI AMOND: And that's precisely why two

years ago, | guess, we substantially relaxed the
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requi rements for 35.394 at the request of the Society
of Endocri nol ogy because t hey made exactly t hat point.

DR. MALMUD: And how does that affect the
answer to your question, Angel a? Does that satisfy in
any way the answer to -- does that satisfy you? O
the issue. It's not youw'retryingto satisfy, it's

the issue you're trying to help us satisfy.

M5. WLLIAMSON: Well, | think I have the
answer | need for now to go forward to answer the
region's questions. The question was pretty

straightforward, but | guess ultimately it depends on
what ki nd of feedback we get back fromthe regions.

CHAl RVAN CERQUEI RA: Then | guess if it's
a question of licensing, clearly, if they had a
i cense previously, they shoul d be grandfathered in.
And the feeling of the Commttee is that 33, greater
than or |less than, should still be considered in the
same cat egory and not require any additional training
or restrictions.

M5. WLLIAMSON: Right. [It's just that
newer people they have to be able to neet one or the
other, sowe didn't really want people sort or sliding
in and giving them authority to handle a |evel of
activity that we can't even prove that they've ever

real | y handl ed.
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DR. MALMIUD: It is a matter of certainty
that if a resident currently in training is required
to take as little nuclear nedicine as he or sheis to
satisfy the current Anerican Board of Radiol ogy,
Di agnosti ¢ Radi ol ogy, then that individual wll nost
i kely not have had any experience in providi ng doses
equal to or greater than 33 mllicuries. Then the
qguestion arises does it matter? |In other words, does
it mtter -- are you concer ned about soneone provi di ng
t he dose of 50 or 60 mllicuries?

DR. VETTER  Yes, it does matter. Less
than 33 -- the regulations clearly spell out that
relative to 35.75, and you can go to the reg guide to
do all the cal cul ati ons or whatever, |ess than 33 the
patient can be treated as an out-patient. Above 33
you need to determ ne whether they can be treated as
an out-patient or whether they have to be kept in the
hospital for radi ati on protecti on purposes. So you're
really in a new ball ganme above 33.

DR. MALMUD: Thank you. You clarified
that for ne, and | amreassured by your answer.

DR. NAG The other -- usually nore than
33 for thyroid cancer and not for hyperthyroidism
That's another reason why | think there was a

differentiation. The major reason whether it's in-
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patient or out-patient.

CHAl RVAN CERQUEI RA:  Ckay. Leon?

DR. MALMUD: But the issue that Angel a
rai sed was specifically for hyperthyroidism not for
cancer, and the issue is correctly raised. There are
patients who are being treated for hyperthyroi di smwho
need nore than 33 millicuries, and it's not the usual
but it's not uncommon either, and it's a reasonable
guestion to have rai sed.

DR. SULEI MAN: | think the answer to your
guestion is it is a practice of nedicine issue. |
nmean regardl ess of what -- but | think the second part
isit's a radiation safety issue. At what point do
you rel ease themoutside? So |I think you' ve got to
keep those two issues segregated.

CHAI RVAN CERQUEI RA:  Di ck?

DR. VETTER Just to underscore what Dr.
Sul ei man just said, but I would reverse those. The
primary issue is a radiation safety i ssue, and we are
not i nthe busi ness of determ ning, of telling doctors
whether they are admnistering the iodine for
hypert hyroi di sm or cancer or how nmuch to give for
ei ther of those. So it's just a radiation safety
i ssue above and below 33 mllicuries.

DR. WLLI AVMSON: Yes. And the questionis
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do they want to be |icensed for 920, 940 or both? And
you have an established pathway for fornms and so on
that have to be filled out to establish the
credentials for each

CHAI RVAN CERQUEI RA:  Ckay. Does that --

M5. WLLIAMSON:. |1'mgoing to go forward
with a recommendati on for when the regions get this
type of -- when they encounter this type of situation
to request the training and experience on Form 313A
and to get a preceptor's attestation that the person
is capable of handling greater than 33 millicuries.
And I'll al so underscore the fact that we shoul d not
be concerned about an upper threshold Iimt of what
t hey shoul d be -- what i s appropriate for prescri bing.

CHAI RVAN CERQUEI RA:  And | guess in terns
of the preceptor, as we discussed yesterday, it
doesn't have to be the person who originally did the
training, because sone of these people mght be
difficult to do, but sonmebody who is currently in the
state of -- you know, in practice and under st ands what
t hey' re capabl e or not capable of doing. Leon?

DR. MALMUD: \What about the situation in
whi ch the radiol ogist did not have experience wth
doses over 30 millicuries, is practicing in an area

where he or she is the only person avail able to treat
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the person wth hyperthyroidism and there's a
physicist in the departnent who can deal with the
i ssue of the radi ati on exposure and wants to treat the
patient with 40 mllicuries. Should not that person
be able to treat, given the current advi ce and counsel
of a conpetent physicist? Dr. Vetter?

CHAl RVAN CERQUEI RA:  Dr. Vetter says no.

DR. VETTER. Well, no sinply because the
regulations don't allow it. Now, if we think that
t hat person -- that the threshold for 33 mllicuries
shoul d be changed, then we'd have to nmake a case for
that. But it really has nothing -- the regul ations
have not hing to do, and shoul dn't have anyt hing to do,
Wi th whether thisis-- we'retreating hyperthyroidism
or cancer. It has to dowth the radiation safety of
t he anmount being given. And this doctor has no
experience dealing with pati ents who have recei ved 40
mllicuries, above the 33, then based on our
experience and t he wi sdombehi nd t he regul ati ons, that
person should not be allowed to prescribe nore than
33.

CHAI RVAN CERQUEI RA:  Ral ph?

M5. McBURNEY:  You can go ahead, Ral ph,
first.

MR. LI ETO | may burn for this for
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di sagreeing with Dick, but I would say that if the
radi ol ogi st had experience in the adm nistration in
hyperthyroids, the i ssue mainly becomes can by their
assessment the patient follow the directions for
release? And if it's basically -- the only reason is
t he hyperthyroidism they' re coherent, famly menber
situations, all those factors coneintoplay that this
can be adm nistered as an out-patient. | think in
consultation and with the appropriate docunentation
that it would be appropriate for themto adm nister
that 40 mllicuries in that situation.

DR. VETTER: That woul d be i n viol ati on of
t he regul ations.

MR. LIETG Way would it be a violation?

DR. WLLI AMSON: Because the regul ation
says that they're authorized only for less than 33
mllicuries and if they're not authorized --

DR. VETTER It doesn't have to do with
hypert hyr oi di sm

DR W LLI AMSON:  Yes.

CHAI RVAN CERQUEI RA:  Conmrent fromt he back
and then Ruth and then we'll cone back here.

MS. FAI ROBENT: Lynne Fairobent, American
Col | ege of Radiology. Fromsitting and listening to

this discussion, | think you' re confusing two
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different points. One of the issues, and | think the
primary issue Angela was trying to deal with, is how
do we deal with those individuals who are currently on
a license where we did not have the separati on of |ess
than and equal to 33 and greater than 33? | think
that we have a problem if we now require and to
backfit the grandfathering provision -- sorry, nmny
react or background conmes out with backfit anal ysis --
but under the grandfathering provision, | don't see
how we can now add under that for this situation a
requi rement for the preceptor statenent. If an
individual is currently on a license to do iodine
t herapies and we did not in the past under the old
regul ations specify any limt for the amount of
activity deliveredinthat, | think those individuals
need to be or considered to be grandfathered under
both 392 and 394. For anybody in the future who w ||
be a new wuser wunder the new regulation, the
regul ations, | agree, are clear. The three case
studies are different, the preceptor requirenents are
different, and | think that has to be | ooked at as we
go forward.

Dr. Malnud, | will get an answer to your
guestion over lunch about the Diagnostic Radiol ogy

Board, because in any case if they have a di agnostic
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radi ol ogy certification, if they're certified by ABR
inthat, inorder to do the iodines they still have to
have three case studies that are done under the
supervi sion of an authorized user. And so | believe
that if they've already -- going forward i n 2003 t hey
may not have gotten it in their residency, but if they
then practice at an institution and they do the three
case studi es under the supervision, that should be
sufficient, at least the way | read the regul ations
from 92 and 94.

The issue during the promul gation of the
draft rule was the difference between the
endocrinol ogists who only have the 80 hours of
radi ati on safety traini ng versus di agnosti c radi ol ogy
residents who have a three-nmonth or a four-nonth
residency in which their radiation safety trainingis
greater than the 80 hours. And | think that's why we
had the differentiationintheultimate final rule for
bot h 392 and 394 and not just the caveat of everything
being in 390.

CHAI RVAN CERQUEI RA:  Rut h, did you want to

M5. McBURNEY: | was just going to agree
with Dick Vetter's assessnent that the way the rul es

are witten it's based on the limts and radi ati on
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safety concerns dealingwith those limts rather than
what the material is going to be used for.

M5. W LLI AVSON: So the issue of the
preceptor that Lynne brought up, do you still agree
that it's appropriate for us to go back and ask for a
preceptor statenent?

CHAI RVAN CERQUEI RA:  Di ck?

DR. VETTER | think Lynne brings up a
good point, and, actually, | think it really clouds
t he i ssue, because in the new Part 35 it's strictly
radi ation safety -- it's strictly based on safety.
And in Subpart J, it differentiates between
hyperthyroi dism and cancer and does not refer to
activity.

M5. McBURNEY: Right.

DR VETTER  So soneone who has been --
per haps soneone has been treating patients wth
hypert hyroidism but if it's always been below 33
mllicuries, nowwhen Subpart J expires, will you be
able to treat someone with nore than 33 mllicuries?

t hi nk maybe counsel needs to | ook at that.

CHAI RVAN CERQUEI RA:  Jeffrey?

DR WLLI AVSON: Vell, would it be
acceptabl e to request fromthese i ndi vi dual s who want

under the grandfathering provision to have both 394
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and 392 to provide a filled out 313A formto docunent
t hat t hey have been doing this under their old Ilicense
m nus t he preceptor statenent since they may i ndeed by
a solo authorized user with no other authorized user
that could sign on their behalf? It would seemto nme
reasonabl e evi dence or you coul d ask even a radi ati on
safety officer to sign as a wwtness to these records.

M5. W LLI AVSON: VWhat's the difference
between a witness and a preceptor.

DR. WLLIAVSON: Well, the preceptor is
legally defined as sonebody who has to be an
aut hori zed user for that category on an agreenent
state or NRC |license --

M5. WLLIAMSON: But | nmean in the mnd of
the |icensee what would be the difference.

DR, W LLI AMSON: You could ask for a
reasonabl e | evel of evidence that that's been their
proactive pattern that they could conply wth but
falls short of -- it may be very difficult to satisfy
| egal requirenment that this person have the status of
bei ng an authorized user. It seens that's the issue,
but it seens a very reasonabl e request to docunent
that you have this experience in your past practice
pattern under the ol d what ever t he nunmber was, | can't

remenber it, the single indication use for
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hyperthyroi dism That seens a reasonabl e request for
a regulatory body as long as you don't meke the
standard for who can validate that inpossible for
these individual to neet, which | think may be
under | yi ng Lynne's point.

CHAl RVAN CERQUEI RA:  Leon?

DR MALMJUD: In a practical sense, the
issue is radiation safety, and | believe that as the

rules are currently witten, and as Angel a poi nts out,

there seens to be a disconnect. |If the patient has
thyroid cancer, | may treat the patient for thyroid
cancer with 100 mllicuries. If the patient has

hyperthyroidism | nay not treat the patient with 40
mllicuries. Both of whom are on an out-patient
basis, by the way -- unless |'ve proven that | had
experience in treating patients wth over 33
mllicuries. There's acertainlack of logictothis
because the issue is radiation safety, and ny
radi ation safety standards for the population
surroundi ng that patient are the sanme, whether the
patient had thyroid cancer or hyperthyroidi sm

DR. WLLI AMSON: Not necessarily.

DR. MALMUD: Real ly?

DR, WLLI AMSON: Yes. Because at 33

mllicuries or less, basically the issue of whether
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you can release the patient is answered with 100
percent uncertainty. Andif it's over 33mllicuries,
you have to go through this sort of nobre conplex
procedure of determ ni ng whet her the patient i s going
to neet the half remlimt to nenbers of the general
public, and | think that is a safety issue. But |
think that's probably the basis for why they
di stingui sh between the two categori es.

DR. MALMUD: Being back in practice, |
inform every patient -- | may be exceeding the
requi renents, but every patient that | treat as an
out - patient with radioi odi ne for hyperthyroidi smgets
the sane fornms fromne i ndicating are they going to be
exposed to any pregnant wonen, any infants? Are they
are any young children livinginthe home? If they're
going to work, will they be close to any pregnant
wonen or any infants? And if so, | reconmend they
take two or three days off since nmy belief is the best
exposure for someone who doesn't need radiation is
zero, and that's regardl ess of whether I'mtreating
them with ten mllicuries or wth 30 or 50
mllicuries. Now that nay be a peculiarity of ny
practice rather than requirenents, but whether the
patient's gettingfivemllicuriesor 100mllicuries,

| want to know who they're going to be exposed to.
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CHAI RVAN CERQUEI RA: Right. W' re going

to have to wap this up soon. W' ve got two comrents.

DR. ZELAC. Ronald Zelac, NRC. | sinply
wanted to point out that the basis for the rel ease is
not any nore on activity. It's based on neeting the
dosage |limts to those who are in the now to be
exposed population. So it's not automatic that 33
nmeans that you are okay. It means you still have to
consi der where that patient i s going and where they're
going to reside. So you could say the release
criteria even applies to those patients that are
recei ving diagnostic amounts of materia. You know
basically with certainty in al nost all circunstances
that youw || satisfy thecriteriafor those peopleto
be rel eased, but certainly for a 33 millicurie, 35
mllicurie iodinecase, youcan't with certainty, you
still have to consider where they're going and what
t hey' re doi ng.

CHAI RVAN CERQUEI RA:  Ckay. Lynne, did you
want to make a --

M5. FAI ROBENT: Yes. Angel a, to your
question of the difference between what Jeff was
proposi ng froma preceptor to sonebody el se, ri ght now
by definition of the preceptor and all the couplingto

t he vari ous subsections under T&E that we're | ooki ng
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at, for exanple it would have to be a preceptor
aut horized user in order to sign that. | think what
Jeff was tryingto get tois part of the di scussion we
had yesterday on whet her or not a preceptor can be in
a broader sense. So, for exanple, if it is small
practice hospital where you have say a diagnostic
radi ol ogi st who is the only one in town doing this,
there may not be a preceptor or authorized user
available to sign for him but there -- and there may
or may not be a separate RSO, but chances are there
woul d be a consul ting physicist in fact the physician

was serving as the RSO

"1l throw out that Bill Uffel man and I
will go back and look in the nuclear nedicine
comunity with this question, and we'll provide

sonmet hing back to staff and the ACMJl as to what we
think the extent of the problemis.

CHAI RVAN CERQUEI RA:  Davi d?

DR. DIAMOND: |'ve enjoyed the di scussion.
| don't see any problem What are we tal ki ng about ?
VWhat's the probl en?

DR. MALMUD: The problem as | understand

it, and I may have a m sunderstanding but | don't
think that | do, as | wunderstand it, currently a
radiologist -- a |licensee who has not proven
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experience with agreater than 33 mllicuries of 1-131
for hyperthyroidismis not approvedto treat a patient
with 40 millicuries of 1-131 on an out-pati ent basis;
is that correct?

MR. LI ETO No. That's not ny
under st andi ng.

DR. MAL MUD: Oh. What's  your
under st andi ng.

MR. LI ETO What we have i s our physicians
who have been approved under 300, which is approval
for radi opharmaceutical therapies -- all. They are
now renewi ng their license. There's no -- they are
now applying for either 392 and/or 394. And the
answer i s does that previous training and experience
and approval process authorize them to be approved
under those two categories? And --

M5. WLLIAMSON: Well, particularly the
hi gher one.

MR. LIETG And ny answer --

MS. W LLI AMSON: Because we don't have any
pr oof .

MR, LIETG M answer woul d be, yes, and
that -- CHAI RVAN CERQUEI RA:

DR. MALMJD:  Yes.

DR, W LLI AMSON:  Yes.
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DR. DI AMOND: There's the answer; we're

done. | don't think there is a big problem

M5. WLLI AMSON:  Ckay.

MR. LIETO The thing is is that -- the
ot her question that she had was shoul d there be sone
docunentation, and ny answer is no, because the
assunption that they have been ongoing --

DR. DI AMOND: A de facto assunption.

M5. WLLI AMSON: Ckay.

MR. LI ETO O herwi se every |license
renewal is going to require that approved physici ans
are going to have to submt preceptors, and it's not

going to just be for radi opharnmaceutical therapy, it's
going to be for radiation oncol ogi sts who want to get
approved for HDR, | nean because of the different
categories. So that would be nmy recomendati on.

M5. WLLI AMSON: So am| hearing now t hat
we don't need the 313A? They just cone in, they say,

"Look, | was approved previously."

CHAI RVAN CERQUEI RA:  "You had approved ne

before."

M5. WLLIAMSON: "I want to use whatever
activity | feel is necessary,” and we just say,
"Ckay." |Is that what |'m hearing?

M5. SCHWARZ: | have a question. Intermns
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of grandfathering, does that expire when Subpart J
expires”?

DR VETTER  No.

M5. SCHWARZ: So then it will continue to
be grandfathered. So it seens to nme that it shoul d be
accept abl e.

DR, WLLIAMSON: | guess | would say |
generally agreewith this. | think the grandfathering
has -- there's no talk of having to have preceptors
and so on to denonstrate that you' ve actually been
doing this. And while it m ght be reasonable to ask
for some kind of evidence that you indeed had this
practice pattern, | think that the standard shoul d be
much lower than for sonebody that's trying to
establish -- let nme finish -- that's trying to
establish qualifications for a practice de novo as a
new practitioner. Therethelawis clear, you have to
have a preceptor statement. But for this the standard
shoul d be greatly rel axed.

M5. W LLIAVSON: Well, I'mnot sure | have
a grasp on what the Commttee i s recomrendi ng.

CHAI RVAN CERQUEI RA: | think the Committee
-- well, the defray was -- you want to nmake a notion?

MR. LIETO Yes, nake a notion. That wll

force the issue.
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CHAI RVAN CERQUEI RA: | hope | nake it

right. My nmotion is that physicians currently
aut hori zed under 35.300 --

M5. McBURNEY:  Wich is?

CHAI RVAN CERQUEI RA:  Radi ophar naceuti cal
t herapy -- are authorized for 35.392 and 35. 394.

DR. W LLI AMSON: But that's not theissue.
The issue is practitioners who were qualified to
practice hyperthyroid therapy, single indication
t herapy --

M5. McBURNEY: Li ke endocrinol ogi sts.

DR. WLLI AMSON: -- can they be authori zed
automatical ly?

MR. LI ETO Excuse ne. Thirty-five.three
hundred addresses if you're approved under that,
you're approved for all the radiopharmaceutical
t herapi es that are FDA approved.

DR. WLLIAMSON: That's right, but that's
not the issue we're discussing.

M5. FAI ROBENT: Just for clarification,
Ral ph, | think that what the party of people that
we're trying to assist are those physicians who are
only approved under what is now 932, Subpart J 932,
whi ch was hyperthyroi di sm are those who are currently

on alicense under 934 for therapy -- thyroid t herapy.
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And because those were written as di sease-specific, if
| may use that term in the new Part 392 and 394 is
not witten disease-specific but activity-limted.
Someone under 932 currently had no upper bound or
| ower bound Iimt on how nuch iodine he or she could
adm ni ster for hyperthyroidism So should they be
gr andf at hered now and abl e to practice under both 392
and 394? And if not, then what other additional
docunent ati on t herefore you have no grandf at heri ng of
t hese fol ks because we changed the structure of the
regulation for these individuals. And if routine
doses of hyperthyroidismtoday can go 30, 40 or even
hi gher, as Dr. Mal nud was stating, they probably don't
have much docunentation to show what they had been
routinely delivered. And under the newregul ati on now
we have the split for the added requirenents. It's
t hat body of authorized users.

MR. LI ETO | guess |'m thoroughly
confused because | guess t he basi c prem se under which
this is comng in is changing. Let me re-ask the
guesti on again. Were they approved under 35. 300,
peri od?

MS. W LLI AMSON:  No.

MR LIETG O was it 35.300 with |icense

condi tion di sease-specific?
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M5. WLLIAMBON: Yes. Yes.

MR LIETO Ckay.

CHAI RVAN CERQUEI RA:  Sone are saying no
and sone --

MR LIETG  Angel a, please.

M5. WLLIAMSON: Thelicenseiswitten as
di sease-specific. Training and experience i s 35.300
with limtation of what they can do.

CHAI RMVAN CERQUEI RA: So that's why the
thyroid comes into the -- Dr. Howe?

DR. HOWNE: | think Trish answeredit. And
the problem 1is that the licenses for the
endocrinol ogi sts were witten very specifically. It
was for hyperthyroidismonly, and there is not a one-
t 0o-one correl ati on between the ol d 932 and t he new 392
and the ol d 934 and t he new 394, and so we cannot nake
a direct assunption that soneone that was authorized
under 392 now can get both. W have the sane probl em
wi t h di agnostic nucl ear nedi ci ne because di agnostic
nucl ear nmedicine in the old Part 35 included the
di agnostic treatnment for people that had cancer, had
already had their thyroid renoved. And so we're
having to wite specific license conditions in order
to grandfather these people that already had

experience with that, because the new regulation is
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not one to one with the old regul ation.

CHAI RVAN CERQUEI RA:  David and then --

DR. DI AMOND: Gven that the whole
rational e for naki ng these regul atory changes was to
accomodat e t he wi shes of the endocri nol ogy comunity
to make sure they had maximum flexibility in the
adm nistration of 1-131, inthis spirit I would |ike
to make a notion: Individuals authorized to use --
authorization to wuse 1-131 under the extant
regul ati ons, those individuals al so be considered to
be authorized to delivery |-131 under the new 35. 392
and 35.394 without a specific requirenent for a
preceptor statement nor for requirenment to have a
docunentati on of cases, period. That's what the
endocrinol ogi sts wanted; that's what we gave them

CHAI RVAN CERQUEI RA: Do we have a second
on that?

DR MALMUD: Second.

CHAI RVAN CERQUEI RA:  Ckay. Now, we've had
a |l ot of discussion. Do we need any nore di scussion
or should we just take a vote?

DR. WLLI AMSON: | woul d speak agai nst t he
noti on because the current Part 35 the reason -- |
agree we wanted to take into account the needs of the

endocri nol ogy conmunity, but the current Part 35 is
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constructed around radiation safety, not disease.
And, therefore, | think this particular solution --
the solution to this particular problemis sinply to
ask themto provide docunentation that they have in
fact treated patients above 33. That would elimnate
themthe problemof all endocrinol ogi sts perhaps who
had only prescribed ten mllicuries in the past from
bei ng able to suddenly adm nister 100 mllicuries.

DR. DIAMOND: | have no problemw th the
basi c prem se of your point. | would Iike to rem nd
the Conmttee that if you are a physician who woul d
like to go and use these higher activities, that you
also -- that every credentialing conmttee that |
think of will ask you to docunent a nunber of cases so
that you can go and provide that service at a
hospital. So frommny personal viewpoint where | still
feel that credentialing commttees do have sone val ue,
| think that your concern woul d be addressed. If the
Conmi ttee, however, feels that it is wuseful or
i mportant to have these endocri nol ogi sts go back and
just wite down the name of three patients they've
done, that will not be a major problemto ne.

DR WLLIAMSON: | would support it with
t hat addition.

CHAI RVAN CERQUEI RA:  So how do you want to
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nodi fy your notion so we can nove forward?

DR. DI AMOND: Any ot her strong feelings on
ei ther side regarding the docunentation of the three
cases under, what is it, 3137

M5. McBURNEY: | think that since we've
switched to a nore radi ati on safety based rul e, that
allowing themto do that woul d open the door for them
to go ahead and treat for carcinoma and so forth,
because it's not specified in the rule what they're
going to use that material for

DR. DI AMOND: But you're m ssing ny point
that if you wanted to treat for thyroid cancer at ny
institution, at Manny's and Subir's, you need to al so
be credentialed to do that. And if you've never done
that before, | would assume your credentialing
comm ttee would not approve you to do that.

M5. McBURNEY: Unl ess you're wanting to do
it in a freestanding --

CHAI RVAN CERQUEI RA: In afacility, in an
of fice.

M5. MBURNEY: And we have had those
situations where sonmeone --

DR. DI AMOND: You need to have it approved
in an office?

M5. McBURNEY: W have had requests for
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that. | nean we denied it, but --

CHAl RVAN CERQUEI RA: \What do you think
about the anendnent for the endocrinologists to
require the three cases?

DR MALMUD: | would agree with it.

CHAI RVAN CERQUEI RA:  All right.

DR. DIAMOND: Then | would Iike to anend
ny notion that those individuals who are applying,
t hose i ndi vi dual s who were aut hori zed solely to use I -
131 for hyperthyroidi smunder the new 35.392 and the
new 35.394 that those individuals do not require a
preceptor statenment but they must submit at |east
t hree cases docunenting that they have used greater
than 33 mllicurie of 1-131 in the past.

CHAI RVAN CERQUEI RA: Ckay. Do we have a
second on the --

DR MALMUD: Second.

DR WLLI AMSON: Second.

CHAI RVAN CERQUEI RA: Could we call the
guestion? Ckay.

Al'l those in favor? Opposed?

(Committee votes.)

CHAI RVAN CERQUEI RA:  Ckay. So the notion
iscarried, and | think that deals withit. If we're

goi ng to have | unch, we shoul d break now. And t hen we
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shoul d come back at 1:15 at which point Dr. Ml nud
will be running the neeting, so thank you.
(Wher eupon, the foregoing matter went off
the record at 12:36 p. m and went back on

the record at 1:19 p.m)
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AF-T-EERNOON S ESSI1-ON
1:19 p.m

DR. MALMUD: Do you have slides?

DR. ZELAC: No. Good afternoon. " ve
gotten the call. Apparently we areresumngtotryto
stay on schedule. |'m speaking briefly, presunmably

briefly, sinply to close a loop. At the |last nmeeting
of the Advisory Committee in My, | gave a
presentation <called, "Interpretation of 10 CFR
35.61(b): Conditions for Use of Survey Instrunents.”
That particul ar section of the rule reads as foll ows:
"A licensee may not use survey instrunments if the
di fference between t he i ndi cat ed exposure rate and t he
cal cul ated exposure rate is nore than 20 percent.”
There was good advice given from the
Advi sory Conmmittee at the last neeting as to where
those particular words applied. Did they apply
strictly and only to the calibration procedure or did
they actually apply to the usage of the instrunment in
the field? W, | have to say, from an appropri ate,
per haps, heal t hs physi cs, point of view, we're | ooking
at it based on usage of the instrument in the field.
However, on reconsideration, |ooking at the rule, it
appeared that in fact the appropriate interpretation

was that these words applied to the calibration
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procedure alone, and on that basis if the |icensee
calibrated an i nstrunment using, as is typically done,
a high energy source and the response to the
instrument was within the plus or mnus 20 percent
range, then that instrunment was good to go for field
use.

It woul d be expected that if an indivi dual
i censee was going to be using an instrument in a low
energy field, that they m ght choose to calibrate the
instrument as well using a |l owenergy source, such as
the brachytherapy sources that they received for
clinical use. However, this is not part of the
requi renment, although the ANSI standard, which is the
basis for survey instrument calibrations, speaks to
using a low energy source if you are going to be
nmeasuring |l ow energy fields. That is not part of the
regul atory requirenent.

So on that basis, the practice, the common
practice of calibrating with high energy sources and
usi ng energy correction factors when appropriate and
necessary is acceptable, reasonable and will be the
position that the agency takes wth respect to
enf or cenent .

Ral ph Li eto had been charged, | believe,

or vol unteered, perhaps, at the last neeting to be the
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official conduit of opinion, although we had
di scussion at the neeting there needed to be an
official transm ssion, if you will, of the conbined
views or the considered views of the Conmttee. He
sent ne a letter last July and response was provi ded
to himin October. W, of course, had to be sure that
what we sai d was acceptable to our | egal counsel, and
it was. And it basically says the follow ng, "That
the correct interpretation of the requirenent of
35.61(b) is that this section applies to the outcone
of the calibration process, not to the use of survey
instruments after acceptable calibration.”™ And, two,
"The use of energy correction charts or graphs after
acceptable calibration is permssible.” And | would
hope, unl ess there are ot her points of view, that that
shoul d concl ude this issue.

DR. MALMJUD: Are there any questions of
Dr. Zelac? Shall | assume that the silence is
agreenent with both Dr. Zelac's statement and Dr.
Lieto's conment ?

DR. ZELAC. The last thing | will mention
is that there is currently a Q%A on the Part 35 web
site dealing with survey instrument calibration. The
information there is not incorrect; however, based on

this interpretation of the rule, we are revising the
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wordi ng of that Q@A. It is nowin the revi ew process
now and will be put up on the web as a revision as
soon as it's conpleted that process and whatever
adjustments are required.

DR. MALMUD: Thank you, Dr. Zelac --

DR. ZELAC. Thank you.

DR. MALMUD: -- and thank you for bringing
us back to our agenda and the next item which is to
begin at 1:30. My we beginthe 1:30 itemearly or is
that in violation of the rules? Didn't you switch,
Dr. Zelac with someone else or is Dr. Essig next?

M5. WLLIAMSON: Tom Essig is next.

DR,  ZELAC: | sinply noved up in the
schedul e.

DR. MALMUD: Onh, okay.

M5. McBURNEY: Right. So it's Tom

MR ESSIG |'Il be short too.

DR. MALMUD: Thank you.

3

ESSIG  There should be a one-page
addi tion to your notebooks under the tab, "Access to
-- ACMJ Access to NVED." Oh, it hasn't been added
then. Angela, is that handout --

M5. WLLIAMSON:. Oh, | guess | forgot to
pass it by --

MR. ESSIG Oh. The public has it but you
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don't have it. Sorry about that.

M5. McBURNEY: The last to know.

M5. WLLIAMSON: | put it out but I forgot
to give it to the Conmttee.

MR. ESSIG Ckay. The issue was because
of the fact that we're asking the Conmttee to be nore
involved in evaluation of nedical events, it's
i ncumbent on us to then provide the Commi ttee nmenbers
with the appropriate data. W | ooked at two options
to dothis. Oneis to provide the Commttee on sone
periodi c basis, maybe quarterly or so, a downl oad of
nmedi cal events fromNMED on the CD, this woul d be sent
out by our contractor to each of you, and then the
user, each of you, would sort the data via the Access
sof t war e.

W felt the advantage to that would be
that it would be -- you would be sent only the data
t hat had been reviewed by the staff and determi ned to
neet the criteria for nedical events, and so in that
way it woul d be a focused data set, and t he extraneous
i nformati on woul d be excl uded. The downsi de of that,
of course, is that the data nmay not be totally
current. It's a function of when the | atest batch was
processed, the quarterly batch, and the search engi ne

to sort the data was not available. That is, you'd
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have to rely on an Access dat abase to sort the data or
process the data.

The ot her option that we | ooked at was to
provi de what anmounts to real-tinme access to NVED
dat abase for each nenber. And the advant ages of that,
of course, nore flexible unfettered access to the data
by al | menbers. The NVED has a search engi ne that can
sort the data. The downside is that for sone of you
t hat may be sonewhat daunting because it includes al
events. | nean medical events are only a subset of
t he database. And it al so includes those events which
have not been reviewed by the staff, sone of which
fall by the waysi de because they don't neet the --
they later prove to be non-reportable. And
consi dering those two options, we feel it's -- that
our proposed approach is going to be to sel ect Option
2, that is to provide each of you access to NMED

We can do this as early as next week. W
have all of your ermail addresses, and so it's just a
guestion of our notifying our contract at the Idaho
Nat i onal Envi ronmental Engi neering Lab to add you to
the -- provide you that access. Your access will be
l[imted to your termon the Cormittee, and that of
course it's to be accessed and used only really inthe

per formance of your duties onthe Conmittee, and we of
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course are available to provide initial orientation
and handl e any techni cal questions that you may have
in going into the database. That's pretty nuch ny
spi el .

| have our NVMED Project Manager, M chele
Bur gess, avail able in the audience here to help field
any questions that you m ght have. But | thought
given the two options that we have of providing you
either direct access to it or providing you with
di gests of the data through a CD, we felt that access
to t he NMVED dat abase, whi ch has records dati ng back to
about 1990 or so, that's when it was first
constituted. O courseit'sread-only access. That's
al | anybody has.

DR. MALMUD: Thank you. Jeff?

DR. WLLIAMSON: | think that's a great
idea. Wth regard to Option 1, | found the Access
dat abase not just daunting but totally inpenetrable
wi thout some fairly thorough orientation to how you
had created the data structure. So | suspect with an
automated search engine it wll be easier on
ever ybody.

MR. ESSIG Ckay.

MR. ESSIG  Subir?

DR NAG Wth the second net hod, wll
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there be an easy nmethod just to pull up the nedica
event or do we have to go through a | ot of hoops to
get to the nedical events?

MR. ESSI G | would ask Mchele if you
could conme to a m crophone and if you could help with
t hat . This is Mchele Burgess who's the Project
Manager for NMED. And just address the question about
t he ease of searching through. And Mchele herself is
fairly newto this. W had SamPettijohn who had been
t he Proj ect Manager forever retired |l ast May or June
-- was it August? Okay. And M chel e has been taking
his place since that tine.

M5. BURGESS: Well, to answer t he question
about using the web site, it's very easy to use. The
front end let's you choose what criteria you want to
sort the data by, and it can pull up all the nedica
events. There's a |lot of push buttons you can use,
icons you can choose from It leads you through
pretty well. You can always call either nme or | NEEL
directly if you' re looking for a certain piece and
you're not sure howto get that piece out of what you
see on the screen. W're al so upgrading the web site
and we hope next spring a new one will be com ng out
that will have even a nore user-friendly interface

with nore choi ces.
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DR. MALMUD: And how may you be reached if

there are calls for you?

MS. BURGESS: You can reach nme -- here at
the NRCit's 301-415-5868. Also, onthe front page of
the NMED web site, it gives contact information for
both me and for the contractor. |If that's what the
decision is and we're going to give you access, then
soneone wi ||l be contacting you directly to establish
your contact and at that point can give you sone
basics on logging in and starting to use the system

DR. MALMUD: Thank you. O her questions?
Conmment s? Thank you very nuch. OCh, |I'msorry.

DR W LLI AMSON: ['"m sorry. Not to
bel abor this but how narrowy is performance of
official ACMIJ duties to be defined? Is it like only
we'reto use it when we're given a specific request to
eval uate sonmething |i ke the Novoste event or can we
have nore latitude as to when we think it mght be
useful ? 1 just ask you to expl ain what you nean so we
don't transgress any boundaries and all wind up in
jail or sonething.

MR ESSIG Well, let nme give you a for
instance. | could probably -- no, it's not -- | don't
believe it's a jailable offense. The for instance

would be to cover two extrenes. Qobvi ously, the
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Novost e woul d be -- or sonething simlar, which would
have been a tasking fromus, would clearly fit that
descri pti on. Sonething that mght not fit the
descriptionisif you rewantingto research eventsto
wite a REFRI journal article that has really no
connection to your ACMJl duties at all. That would
probably be the other extrene. And that we would
probably say woul d not fit that definition of access.
And, obviously, there are alot of things in between,
but if those exanples help illustrate the thing. W
don't have any real hard and fast rules here, but
encour age or | shoul d say di scourage the use of it for
t hose tasks which a reasonabl e person would cone to
the conclusion this isn't really related to nmy ACMU
duti es.

DR, MALMUD: Thank you. Any ot her
questions? Ral ph?

MR,  LIETO VWen we nmet with the
conmi ssioners, one of the things that they nentioned
that they wanted the Cormittee to | ook at were events
that occurred -- nmedical events that occurred for
review and comment. WIIl this now becone sort of
standing agenda itemwith the Conmttee that we'll
review nedical events since the last neeting or

something like that? [I'mtrying to |ook at where

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

472

we'll have access to this but if it's just sort of
i ke you sit dowmn with your nmorning coffee and bagel
and | ook at what's happened over the | ast coupl e weeks
inthe medical use, I'mkind of trying to get a handl e
on what we need to do with this access.

MR ESSIG W'reinthe process of giving
t hat further thought, and so we'll have to share that
with you at the tine. But, basically, what we're
trying to -- what | see the Commttee can fill an
i mportant niche is we used to have in a previous NRC
organi zation it was an office for the analysis of
operational events. It was AEOD was t he acronym And
there was a small nedical subset of that -- or
mat eri al s subset of that with this SamPettijohn that
| mentioned who was the Project Manager. He and one
ot her staff person did performthose | ong-termtrends
and triedto glean fromthat | essons | earned, what did
we | earn fromthese events and how do we f eedback t hat
back into the regulatory process? Well, when that
of fice was di ssolved we | ost that capability.

Now, granted, the charter here is for
nmedi cal events, which are a subset of the materials
events, and so we're in the process currently of
reeval uati ng how we want to approach the events, but

we thought it would be very appropriate to use this
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comm ttee as a source of expertise that woul d hel p us
di ssect, di agnose what happened i n those events and to
help us with root cause analysis and that sort of
t hi ng.

DR. M LLER Rem nd ne of the exact words,
Tom if you can renenber them if anybody can renenber
t hem but the Conm ssion gave us gui dance back after
your neeting with them and the staff requirenents
menor andum and it encouraged the staff to use the
Conmittee to hel p us analyze events. Wat they said

after that was when there is aregul atory need. GCkay.

What's a regulatory need? | think there's a fair
amount of latitude in that, but | think, as Tom
pointed out, | think that if it's ainmed at official
duties and if it's helping frame Conmittee

reconmendations with regard to where we go in the
future or hel ping us to determ ne do we have a probl em
in any specific area based upon the events that had
been reported, clearly, | think there's a regulatory
need.

What woul d not be a regul atory need, ny
personal opinion is | think a lot of wus are
pr of essi onal enough that we know what we're doing in
this area, and | didn't look at that as a particul ar

constraint. But | guess it was to prevent -- | guess
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it was to prevent any abuses of using the Comm ttee
for other purposes or personal purposes.

DR. MALMJUD: So you' re asking us basically
to exercise our judgnment with regard to the need to
knoww th respect totheresponsibilities that we have
with the ACMIJ .

DR MLLER Yes. And | guess let's use
common sense. |f you have a question and you're not
sure --

DR. MALMUD: Thank you.

DR MLLER -- just call and we'll --

DR. WLLIAMSON: | think one thing that's
a burning issue on -- or a current issue is prostate
brachyt herapy and t hat woul d certainly be a good first
thing for those of us that are interested to use the
event dat abase to get that i nformation and t hi nk about
events that have |led you to the quandary where you
are.

DR, MALMUD: Thank you. Any ot her
questions for either Tomor --

DR M LLER: | guess the only thing I
woul d say in closing is based upon the discussion |
woul d assune this is a desirable thing --

DR. MALMJD:  Yes.

DR MLLER -- for the Commttee to have
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access.

DR MALMUD: There's full agreenent.

DR. MLLER Ckay.

DR. MALMUD: Thank you. And thank you for
the brevity of the presentation. This brings us back
to pretty much the schedule. And the next itemis the
di scussion of the draft information notice regarding
i ssuance of identification cards to patients who are
rel eased after treatnent wth radi opharmaceuticals.
Roberto Torres.

MR ESSI G Yes. Roberto Torres is
recently, because |l think thisis his first appearance
in front of the Conmttee as well, he's one of ny --
|'msorry? The third? Ckay.

DR NAG |'ve seen himbefore.

MR ESSI G But his first in his new
capacity as he is one of my two section chiefs. He's
responsi ble for Part 35 inplenmentation, anong ot her
t hi ngs.

DR. MALMUD: Welcone in your new first
presentation in your new capacity.

MR ESSIG  Yes.

TORRES: Thank you.

ESSIG  Since August.

2 3 3

TORRES: Good afternoon. As it was
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mentioned before, the Comm ssion has directed us
t hrough an SRMt o becone nore engaged wi t h t he nenbers
of the ACMUI, and this is an exanpl e of engagi ng you.

We devel oped an i nformati on noti ce, which
it's title is, "Heightened Awareness for Patients
Adm ni st ered Unseal ed Byproduct Material or Permanent
| npl ants. " And | wll go in sonme history what
pronpted the information notice.

Around March 2003 a boat |oad of
passengers was traveling fromNew York to New Jersey,
across the Lincoln Tunnel and there was a radiation
detector at that tunnel and the alarmwas triggered.
Ther e was sone commoti on, | awenforcenent responded to
the event, and it was found after sone tinme that there
was a passenger who has been given ten millicuries of
| odi ne-131 that norning. The patient was di scharged,
was given witten instructions, and one of the
instructionsinthewitteninstructions saidthat the
pati ent need not to use public transportation for at
| east two days.

VWhat happened afterward was that the head
of the New Jersey Radiation Control Program sent a
letter to the NRC and basically was telling NRC,
"Pl ease, NRC, enphasize to your licensees the

i mportance of patient instructions.” But she also
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suggested that the NRC considered issuing -- the
i censee considering issuing identification cards to
the patient with some sort of information |like type of
treatment, type of isotope that the patient received.

Dr. Lipoti's letter received nedia
attention, it got the attention fromthe Comm ssion
al so. There were di scussi ons between conmmi ssi oners
t echni cal assistance and the Region 1 office, and it
was agreed by the NRC that we were going to issue an
information notice to address Dr. Lipoti's concerns.

The first board shows the title of the
i nformati on notice, which you have a copy of it in
your booklet. There were sone discussions initially
whet her we should wite this information notice to
t herapy patients versus diagnostic, but we are using
the new terns under the revised Part 35, which is
unseal ed byproduct material. W don't want to use
| anguage that wll reflect the old philosophy,
phi | osophy of the old regul ati on which is diagnostic
and therapeutic.

So we cane up with this title, "Seal ed

Bypr oduct Material or Permanent | nplants," meani ng and
that's the next bullet, the second one, there is
| anguage in the information notice that will refl ect

there's a high probability that therapeutic patients
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will trigger an alarm but we al so have to consi der
that patients who receive |ower dosages wll also
trigger an alarm The third bullet reflects that the
IN, information notice, is remnding |licensees of
their regulatory requirenents: Sit dowmn with the
patient, di scuss and go over thewitteninstructions.
Al so, t he i nf ormati on notice is
reconmendi ng two vol untary acti ons. The Acti on Nunber
1 is provide an explanation to all rel eased patients
t hat they can trigger radiati on nonitoring equi pnent,
so that they' Il be aware of it. And the intent of
this is if they know that there's a possibility for
themto trigger an alarm that they can step forward
to law authority officials and find the cause of it.
The second actionis generic post-study or
post-treatnent part, and, initially, these are the
recomrended information that we wote down in the
information notice: Patient's nanme, date of the
procedure, i sotope and activity, expiration date, some
| anguage there indicating that the patient poses no
danger to the public and was rel eased under current
regul ations, and the physician's tel ephone nunber.
The draft IN was sent to the Advisory
Conmmi ttee for nedical uses of isotope, all of you, for

comment. It was al so sent to the NSIR, our new O fice
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of Nucl ear Security on | nci dence Response for comment s
al so.

And we received a comment mainly fromDr.
Vetter and basically he agreed on t he Vol untary Acti on
Nunmber 1, so did NSIR And he disagreed wth

Vol untary Acti on Nunber 2 mai nly because it | ooks |i ke

it is an undue burden to nedical |icensee, and several
of the issues are will the hospital be expected to
provide this card? Another issue is the

i mpl enentation issue. Different hospitals will cone
up with different type of cards. Another issue is
what's the wvalidity of that card when a |aw
enforcenent official looks at it. And there are al so
concerns about H PAA regulations which prevents
decision fromreleasing information to third parties.
You can imagine a local federal |aw enforcenent
official calling the hospital and then asking the
licensee, "Didthis patient receivetenmnmllicuries of
| odi ne-131 this norning?" That's the issue.

If there is a need to issue a card, Dr.
Vetter agreed that it shoul d be very, very generic and
that it should basically say that this patient poses
no danger to the public. NSIR s comrents is that they
agree in Voluntary Action Nunber 1. They disagree in

Vol untary Action Nunber 2 basically this is not the
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right time. The Departnment of Honel and Security is
consi dering inmplenmentation of a nati onwi de syst em of
radi ol ogi cal detection, and if they're considering
that system they wll also have to consider
operati onal procedures, protocols for alarmresponse
and determning a threshold | evel to screen out all
t hose patients that are nedical patients.

Al so, NSIR agreed that instead of issuing
agenericcardwth all that information that you have
seen in the two or three previous slides before to
issue or give the licensees a business card or the
physi ci an's business card. NSIR al so recogni zes the
fact that the card will not be a carte bl anche that
will allowthe patient or the |local authority to tel
t he i ndi vi dual , "Go ahead and we wi || not search you. "
The card it's just sone sort of information that
enforcenent authority will |look at the patient and
will try to screen out the patient and put that
patient through a different search criteria.

And the exanple | amtrying to bring here
is there's an NRC enpl oyee who has a netal inplant and
he carries a card that says that he has a netal
inmplant. Every tine he goes to an airport he shows
the card, but that card does not allow himto go

through. He will undergo a different type of search
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to screen out other possibilities and to verify what
he is saying, what he is claimng.

So what is NRCintent for this Voluntary
Action Nunmber 1? What | aw enforcenent officials need
to hear fromthis patient they have in front of them
that it'semttingradiationis that that radiationis
safe and that it is allowed by | aw. Those are the key
poi nts that we want that patient to conmunicate to | aw
enf or cenent .

This leads us to a revised Voluntary
Action Nunmber 1, which is give the patient the
licensee's business card and provide witten
information for | aw enforcenent use stating that the
radiation that this patient is carryingis safeit is
allowed by law. In other words, the second point is
that a business card |licensee can wite behind the
busi ness card two words, "safe" and "al |l owed by | aw, "
for the patient to convey that information to various
| aw enf orcement authorities. Andthisis our proposal
that we are putting here in front of the Commttee.
Do you agree with this revi sed Vol untary Acti on Nunber
1 with that |anguage or should it be nodified to
reflect our intention, whichis radiationis safe and
it is allowed by |aw?

DR. MALMUD: Dr. Nag?
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DR. NAG Yes. |'mnot sure what is being

done at other hospitals, but | know that in our
hospi tal any patient that has a permanent radi oactive
i mpl ant has two things. They have, one, a bracel et
that says -- on the bracelet they've inprinted the
date of the inplant, the radi oactive material and what
the half-life date is. And we al so provide themw th
one page that has instructions about the inplant and
when it is inplanted and what the radi oactive materi al
was. So either of those two |' msure would be useful
in lieu of your Action Nunber 2. | wonder how many
hospitals provide that routinely on all inplant
patients. Do you have a requirement for pernmanent
i mpl ant s?

DR VETTER They provide witten
instructions to the patient or witten instructions
and to radi opharnaceutical therapy patients as well.
They do not provide witteninstructions to diagnostic
patients, but in fact soneone who just got 30
mllicuries of sestinebe could set off an alarm as
well. So |l think there is sone wisdomin this in the
sense that a di agnostic patient could set off an al arm
as wel | .

One of the things | like about this

proposed change is it's still -- it's information
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notice only, and it allows a hospital to provide this
information to patients in any way they wish with an
arnband or whatever, but it does provide guidance in
a rather generic sense that offers consistency. Soif
hospitals decided to follow this, then Honel and
Security people would get used to that sort of a
thing, and it mght be a little bit easier for them

DR. MALMUD: O her conments?

M5. McBURNEY: | agree with the change and
this woul d al so not violate H PAA regul ations. It's
generic enough that it gives the information to the
| aw enf or cenment peopl e that they need but not so nuch
that it would violate H PAA probably.

DR. VETTER Could I make one comment in
HI PAA? Actual ly, that was a concern for ne too. Wen
| aw enforcenent calls, if they have al egitinmate need,
t hen HI PAA doesn't really matter.

M5. McBURNEY: Right.

DR VETTER But if | awenforcenment calls,
gets the Secretary of Nucl ear Medicine, says, "I need
to knowthis information and I'min | aw enf orcenent,
you've got to give it to nme," the Secretary's been
trai ned by the Conpliance Oficer at the hospital to
not share any of that.

M5. McBURNEY: Right.
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DR. VETTER. So it's going to take hours,

perhaps, to sort all that out. So |l think HPAAis a
valid concern. But sinply for witing a business card
wi t hout a l ot of other information | awenforcenent can
follow up on that if they need to. They need to
recogni ze they mght not get an imedi ate answer.

DR. WLLIAMSON: Well, theinformationis
under the voluntary control of the patient. It's not
i ke the stanped on the patient's forehead agai nst the
patient's will. The patient has the right towthhold
the informati on fromwhonever they want. So how can
that be a violation of H PAA to provide the patient
wi th sonme docunentation? They can share?

M5. McBURNEY: That wasn't the concern.
It was the way the first Action 2 is witten.

DR WLLI AMSON: Yes.

DR, MALMUD: QO her comments from the
t abl e?

MR. LIETO It relates to the |icensee's
busi ness card. The expectation then is that the | aw
enforcenent officer can call that number and get an
answer to his questions or is it just sinply that's
where the patient came fron? It's just letting him
know where the patient came from

MR. TORRES: That's where the patient cane
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from and | have already sanples which customner
official has been given the information where this
patient has cane from and it's up to themwhether to
pur sue t hat phone call or they just isol ate and search
the individual or the vehicle. So they have other
nmeans of verifying the informtion w thout the need of
calling the |icensee.

DR. HOLAHAN: | have a question. Do al
doctors carry a business card? 1'mthinking nore of
private practice.

DR. NAG | think a business card woul dn't
be a problem but what may be a problemis getting a
hol d of that person on the weekend and after hours.
That's al nost very difficult at tinmes.

DR. MALMJUD: The answer to your question
is that nost physicians have business cards but al
have prescri ption bl anks, and ei t her means i s adequat e
for putting a short note. The nethod that |'ve been
using with ny patients is to on the back of the
xeroxed sheet, which tal ks about the treatnment of
hypert hyroi dism | have a copy of ny busi ness card and
then the dose of radioiodine that they received and
the date. And | tell themto use that if they need
it, but I alsotell themthat they will avoid a |l ot of

enbarrassnent for themsel ves by no crossing a bridge
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or taking a tunnel unless they have to and not
entering a federal building where they know that
they' Il be nonitored. That they're not breaking the
| aw by doi ng either of these two things but they wll
be possibly picked wup as being tenporarily
radi oactive. And | cite the exanple of the anusing
case that's amusing to patients about the patient who
was treated in New York and took the bus to New
Jersey.

There wi | | be situationsinwhichpatients
wi |l of necessity have to cross a bridge or go t hrough
a tunnel which is nonitored. The patient from New
Jersey conmes to New York for [-135 therapy and goes
back honme to New Jersey after the getting dose he or
she will have to have gone either over bridge or
t hrough a tunnel and they may be picked up.

The other thing is that the cards that we
give them are not proof of anything except that
sonmeone has that card. But it is a nmeans of reducing
enbarrassnent. | think that if we're | ooking for a
di scussi on about the intent of the revised Voluntary
Action 2, we can nove on that as soon as we hear a
comment fromthe fl oor which | think has been standi ng
here patiently.

MR WHI TE: Cerry Wiite fromAAPM | just
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wanted to conment | agree with much of what's been
said except I1'dlike to point out that it's really not
the patient's responsibility to educate |[|aw
enf orcenent personnel, which is what this does, by and
large, nor is it the licensee's responsibility to
train patients so that they can educate |aw
enf orcenent personnel . | think conceptually this
project is flawed.

|'"d also like to followup on the remarks
we just heard that the card really cannot possibly
provide additional security. It my avoid
enbarrassnent to a patient, but an evildoer who had
bad i ntenti ons with radi oactive material woul d sinply
need to nake atrip to Kinko's to nake this all better
for him and it's really not worth that to make this
a nationw de policy for all our patients.

Lastly, I'dliketosayit's very poor |aw
enforcement policy. It takes a normal activity,
something that mllions of Anmericans undergo every
year, some sort of radi onuclide procedure, and pl aces
it into sort of a potentially suspicious activity.
It's nmuch like vetting people for bank fraud who
happen to have a checkbook in their purse. It just is
wong. And there's a nuch better way to do this if

education is going to be had, if recomendati ons or
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voluntary actions are going to happen, and that is to
i nsist that | aw enforcenent agencies that have these
radi ati on detectors have proper radiation detectors.

One can purchase for not nmuch noney a
radi ati on detector that has a pul site anal ysi s devi ce
that prints out the isotope and coul d be programed in
the sinplest case to flash medical or non-nedical
after exam ning the patient with the device. They're
not expensive, they're available, and | think that if
there's going to be a burden for this, it shouldn't be
on the licensees. It certainly shouldn't be on the
patients. It should be on the |aw enforcenent
personnel whose job it is to nake this right for us.

DR. MALMJUD: Thank you for your coments.
| would just point out that everything that you' ve
saidis true. Qur goal is torelieve pain and -- as
physicians is torelieve pain and suffering. The note
inthe patient's hands will reduce the enbarrassnent
that will come to the patient since the patient will
not have broken any | aw, and that's nmy only purpose in
giving ny patients those notes at this tine.

| agree wth vyour observations and
reconmendat i ons, and they probably should go to the
new Departnent of Honel and Security rather than to us

as clinicians. And we all agree that the notes are
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not proof positive. The goal is to try and nmake the
patient as confortable as possible.

And, |astly, as anyone who has a handi cap
knows, it is for the handi capped to try to educate
t hose who shoul d have been wi ser in dealing with the
handi capped, and unfortunately the burdenfalls tothe
person who's carrying the disability. 1In this case,
the disability is decaying rapidly but it neverthel ess
it is a disability which is on board for a short
period of tinme. Dr. Vetter?

DR VETTER: Yes. | think the real val ue
in this is the sane value as M. Torres nentioned
relative to a card that's given to a patient with a
nmetal inplant. It sinply calls out to security that
t hey can be checked in alittle different manner and
probably cleared quite quickly, inparticular if they
get a spectroneter, but that's, again, beyond our
control.

DR MALMUD: Yes, Dr. Sul ei man.

DR. SULEI MAN: Yes. We have -- | nean the
whol e nedical alert cards and everything else the
patients carry, the issue cane up wth security
screening devices at one of the FDA advisory
conmttees. People wth inplants or nuscle

stinmul ators, a whole sort of el ectronic devices that

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

490

could be interfered with with magnetic fields and so
on. So this is just one nore thing that probably the
pati ent needs to be aware of, but how many cards is a
patient going to carry around?

DR. MALMJUD: The ot her question that | had
i s howmany i nci dents have there been? |1'monly aware
of one that's conme to ny attention. That that's
incident in New York. Are there many nore?

PARTI Cl PANT: There's been a nunber of

t hem

DR. MALMUD: There have been? Ruth, |
t hi nk you --

M5. MBURNEY: Just comng from a
regul ator standpoint, it's really noble to try to

require a certaintype of nmonitor for | awenforcenent.
But as radiation regul ators, we can't do that because
they' re not possessing radioactive material except
maybe some exenpt sources or so forth. And al so sone
of the states are providingthe training for the first
responders, and we're finding just a wi de assort nent
of -- you know, they get Honel and Security noney and
t hey just go out and buy whatever type of instrunent
they can. And so we also provide some calibration
services for them But to require them to have a

certain type of monitor | think would be under 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

491

purvi ew of some ot her agency. And what we're dealing
with is the reality of there are patients being
rel eased and picked up by these nonitors.

DR. MALMUD: So the question before us is
do we agree with Voluntary Action Nunmber 2? It is a
voluntary action, it's not required, and it would
sinply be to give the patient a note wth the
physician's nane and address and phone nunber
indicating that they' ve been treated and that it's
safe and allowed by |aw That would be for the
patient tocarry. If the patient wi shes to share that
i nformati on wi th whoever stops them he can, and if he
doesn't wish to, he doesn't have to under the | aw.
Dr. Nag?

DR. NAG Yes. |'mwondering whether it
should be the physician who nmay not be easily
contacted or the personin charge of radi ati on safety,
because there's al ways sonebody who i s approachabl e i n
case of radiation accident, and we provi de t he nane of
t he radiati on safety person.

M5. McBURNEY: Yes. |It's the licensee's
busi ness card rather than the physician's.

DR. MALMUD: 1t's the physician who al ways
sees the patient because it's the physician who

personally oversees the admnistration of the
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t herapeutic dose for [|-131. If an individual
physi ci an works out an arrangenent with his or her
radi ation safety officer and that individual 1is
willing to have their nunmber, so be it. This is a
voluntary system Qur main goal, | believe, is to
reduce the enbarrassment of being stopped for the
pati ent, and any constructive suggestion is wel cone,
as is yours. Dr. Vetter?

DR VETTER: Yes. | like the newrevised
statement, and | also like the use of the word,
"licensee's business card," because it allows us to do
-- it could be the physician, it could be radiation
safety, it could be the President, whonever the
i censee decides is the best contact.

DR.  MALMJD: It appears that you have
reached a consensus anong this table.

DR NAG One of the few tines.

(Laughter.)

DR. MALMUD: So your first notion in your
role and your third tine here has brought you a

consensus, and we thank you for bringing it to our --

oh, is there another? |'msorry, excuse ne.

MR LIETO Yes. I'malittle concerned
about Voluntary Action 1. | guess it's nmaybe sone of
the | anguage. It says, "ensure that all patients.”
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It's alnost like you're -- it's not a recomendati on
and when you say, "ensure all patients,” it kind of
takes, to ne, that voluntariness, if there's such a
word, out of this action.

DR NAG \Were?

DR. HOAE: Wiere does it say, "ensure.”

MR. LIETO This was the draft that was
di stributed in our packet.

DR. NAG Oh, not on this, right?

M5. McBURNEY: No. On the handout it just
says, "provide."

MR. LIETG This is the draft as of just
a week ago -- or a nonth ago, |ast nonth.

DR HOLAHAN: I n your package.

MR. LIETO It's in our packet. It has a
strikeout of Voluntary Action 2 and a repl acenent,
okay? And | guess | would Iike to knowif we're going
to talk about this or maybe there's going to be
anot her version of this and we can maybe respond to
that at that time, | don't know.

MR TORRES: Qur intent is once we make
the changes we're going to resubmt the IN to the
ACMJ for a final go ahead.

MR LIETG | would like to not have the

"ensure" because it takes, as | nentioned, that

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

494

voluntariness out of it, and it says, "all diagnostic
and t herapeutic.” | mean we're saying every patient's
goi ng to have to have -- be instructed and have a card
when they | eave, and | think that's a greater burden
than is being recogni zed here in terns of conm tnent
of time and resources in the Nuclear Medicine
Depart nment .

| guess I'd like the institution or the
licensee to be left to their decision as to what
groups or, | don't know, nmaybe we m ght want to just
say sone |likely groups that mght be -- | mean | can
understand for therapy. Qobvi ously, that mght be
appropriate. And | guess, as D ck said, maybe stress
technetium studies. But | think the majority woul d
not need this to be -- need this card or instruction
when they | eave.

DR MALMUD: Dr. Vetter?

DR. VETTER Yes. |'mnot too concerned
about it because of the precedi ng paragraph that says,
"Li censees should consider the follow ng voluntary
action.” Soin Rochester, M nnesota where they all go
back to their farm it's not a big deal. At Sl oan-
Kettering, it's alittle different. So I think each
hospital's going to have to treat these a little

differently. They will have to deci de for thensel ves
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whet her or not, but it is very voluntary, so it
doesn't concern ne.

DR. MALMUD: O her comments? W note your
concern, Ral ph.

MR LIETG Thank you.

DR. MALMUD: | would just comrent once
again that | think the goal is to reduce the
di sconfort for the patient, and if the patient is
aware that he or she may trigger a radiation
noni toring device, it's to our advantage to let the
pati ent knowthat, either throughthetechnol ogist for
di agnosti c procedure or through the physician through
a therapeutic procedure. VWhet her or not it's in
witingislessinportant as |ong as the patient knows
that he or she may be in an enbarrassing situation if
they enter a federal building or cross a bridge or
tunnel that's being nonitored.

DR. NAG One question. Were are these
radi ation detectors? | mean are they in airports
al so? Because nost patients will be flying in and out
for the treatnent.

MR LIETO | cantell youthat they' re on
the borders, okay. Being fromDetroit, the bridges
and the tunnels fromCanada to Detroit and they do --

each one of the stati ons have detectors, each one of
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t he personnel that inspect vehicles.

DR. NAG But ny question was what about
airports? Do they have it all the airports or not?

MS. McBURNEY:  No.

DR. MALMUD: | have no idea. | know that
we had an anusing situation about 15 years ago or so
inwhich |l treated a policeman who was to be assi gned
as acivilian group surroundi ng the Secret Servi ce who
was acconpanying the President. And | told himthat
he was tenporarily radioactive, he should let his
commandi ng officer know, perhaps they wanted to
reassign him and instead they told himto stay hone
for a day or two because they didn't want to trigger
off any of the nonitors and have trouble with the
federal agency. And that was before the era of our
concern about terrorism So these things can pop up
anywher e dependi ng upon who's visiting town. So |
woul d assune that once again nmy goal is to reduce the
anxi ety for the patient, give the patient the card or
the note and fromthat point onit's sinply a matter
of fate. Until Honel and Security devel ops standards.
That's a different departnent.

Once agai n, have we reached consensus? |Is
everyone --

MR. TORRES: So ny action itemw | be I
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will incorporate -- use the revised Voluntary Action
Nunmber 1. We'Ill take out the "ensure all |anguage,”
and we' ||l resubmt tothe ACMJ . Thank you very nuch.

DR. MALMUD: Thank you. Now back to the
revi sed agenda, and the next itemon the agendais Dr.
Howe. You're back on.

DR HOAE: |'m back

DR. MALMJUD: And the subject is emerging
t echnol ogi es.

(Pause.)

DR. MALMJUD: There are only three slides.

DR. HONE: Yes. Yes.

DR. HOWE: W have a group that's working
on inplenentation questions for Part 35, and we're
fielding a |lot of questions froma lot of different
pl aces -- stakehol ders, people -- et cetera. And we
got a request fromthe Departnent of Veterans' Affairs
and we |looked at it, and it really was kind of an
i nteresting question we hadn't thought about.

They want ed t o use a 35. 1000 devi ce. They
wanted to foll owthe web site gui dance, but they had
earlier been authorized to use this device before the
new 35 came into place. And the license condition
that they had ontheir |icense saidthat intervascul ar

brachyt herapy that you had to have the authorized
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user, the nedical physicist and the cardiol ogi st
present for all procedures. Well, when we went to the
new 35 we went to nore performance base. The new 35
di d not include, say, for the gamma-kni fe was ki nd of
the nodel that we used, the gamma-knife no |onger
requi red t he neurosurgeon. The ol d |icensing gui dance
requi red the aut hori zed user, t he neurosurgeon and t he
physicist. The new gui dance didn't. So we thought,
well, the intervascular brachytherapy is pretty
simlar to the gamma-knife in that we've got this
i ndividual that's probably on the team-- really a
radiation wuser and so if you didn't need the
neurosurgeon to be there, he probably is there but
it'snot required, theninintervascul ar brachyt her apy
we should not require the cardiol ogist to be there,
al t hough he probably is there.

So when we devel oped t he web si t e gui dance
we included only the authorized user and the medi cal
physicist. But we had |icensees out there that were
using these devices that are now 1000 that were
conditioned by license conditions before the new 35.
So they had a license condition that said, "I've got
to have an authorized user, | have to have a

cardi ol ogi st, and | have to have an aut hori zed nedi cal

physi ci st physically present.”
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And when we |ooked at the new rule, we
sai d, okay, 35.26 allows you to change your radiation
safety programwith certain criteria. The change has
to be in accordance with your license. Well, inthis
case, the change would not be in accordance with the
license. They had a license condition that saidthree
peopl e had to be there. So they wouldn't be able to
make the change at the facility. They'd have to come
in with an anmendnent request to drop this person.
Now, wi ||l we grant the amendnent request? O course.

So our answer to the question was, no, you
cannot meke this change under 35.26. There may be
ot her things that you are doing if you use this device
that are not tied down by license condition. In that
case, it would be in agreenent with your license if
you made those changes, and you'd just follow the
other conditions in 35.26. So the answer had to be
no.

And then we thought, well, vyes, the
answer's no but is that really what we want to do? As
we get additional experience with 35.1000 uses,
they're not going to be so exotic and new. They'l
becone nore routine. Chances are we're going to be
decr easi ng sone of the gui dance t hat we have up on the

web site today, and when we do revise that gui dance,
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it's going toshowNRC s current phil osophy on what is
needed to license that particular device. And | say
devi ce because all of our 35.1000 uses are devices
ri ght now

So we said how do we get around this
problem that 35.1000 requires a licensee to submt
information that's going to be tied down by license
conditions so they have to be in a higher standard
than other uses that are already in the regul ation.
The answer was to give |licensees authority in their
license that all owed themto nake certain changes. |
don't think this is it -- oh, yes, it is. GCkay.
just have three of these, so they all |ook the sane.
So this was the problem As our web site guidance
gets revised, in many cases you can't use 35.26 to
change your radiation safety program because you're
tied down by |icense condition.

So our solution was to preauthorize
licensees to be able to make the kind of changes t hat
woul d keep themin conformance wi th changi ng web site
gui dance for 35.1000 uses. And that would give them
the kind of flexibility they have for 35.26 for other
uses. So | devel oped essentially a system It's
nodel ed after 35.26 but it is specifically for 35.1000

uses.
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Now, a |icensee or sonmeone com ng in and
asking for one of these uses is going to have to

request it because they have to be -- this particul ar

set of criteria to the programw || be tied down by
license condition. So it will already be in the
license. They'll essentially have a preauthorization

as long as their changes to the radiation safety
programmeet these criteria. Andthe biggest criteria
is instead of being based on the license it will say
the revision based on NRC s current guidance for
gliacyte, m crospheres, intervascul ar brachyt herapy,
SeedSel ectron posted on the web site. As in 35.26,
the revision has to be approved by the radiation
safety officer and the |icense managenent. All
affected individuals have to be instructed in the
change so they can all report to that programand t hat
you retain arecord for three years and then what this
record is going to contain. So it will be the change
t hat you made, t he web site gui dance, the signature of
the licensee. So it's essentially nodeled exactly
after 35.26.

And OGC has blessed this, and this is
currently up on the web site as like a conformng
change to 36.26 for 1000 uses. It cones at the end of

the licensing guidance for the gliacyte, the
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m cr ospheres, each one of the intervascul ar
brachyt herapy units, and when we do t he SeedSel ectron
it wll be up there also. So you can either -- for
t he SeedSel ectron when they're asking for theinitial
use, they'll ask you this right away. O her |icensees
t hat are usi ngintervascul ar brachytherapy cone i n and
ask for an amendnent for this. It will be granted and
t hen you can fol | ow what ever revisions we make to the
web site.

And that's why | was saying this norning
for the SeedSel ectron you can go ahead with -- we'l|
get your coments back again, but before the ACMI
really takes its final stand on the SeedSel ectron, we
can put our licensing guidance up there and our
licensees will have this flexibility to revise their
programw t hout getting an anendnment if we nodify the
web site gui dance to reduce any of the restrictions or
change any of the restrictions. Yes, Jeff?

DR WLLI AMSON: Thanks. Sounds pretty
good. | guess | woul d suggest in Bullet Point Nunber
2 the revision is consistent with rather than based
upon.

DR. HOWNE: Ckay.

DR. MALMUD: Any ot her comments?

DR HOWE: Yes, Ral ph?
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MR. LIETO | have | guess maybe a nore
fundanmental is that this seenms |ike things will never
| eave 1000. The intent is that 1000 woul d sort of be
sort of this tenporary hol di ng area where thi ngs woul d
be for maybe a year or two before they deci ded where
t hey needed to go or NUREGs needed to be fornmul ated or
what ever. And there are things that are in 1000 t hat
are -- that | believe have approached several years
now, and | guess | see this as being just another
nmechani smthat once they're put in 1000 they' re goi ng
to be there wuntil the technology or the USCA
term nates or whatever, and that will always be in
t hi s gui dance li censed condition type mechanism And
| can see this for new, for newthings, especially as
-- well, like for exanple, Novoste has nmade
engi neering changes and stuff come on board to maybe
inmprove it. But | don't know.

DR. HOAE: There are sone devices in the
energi ng technol ogy that will never get enough use to
warrant their own regul atory place. There are other
devi ces that may be overtaken by tinme, and there are
ot her devices that need to cone into the regul ati on.
But we haven't -- we don't have a schedul e for when to
bring those devices into the regulations. And that

woul d be probably a fairly good size comm tnment on
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rul emaking's part, and so this is an attenpt that
while things are still over there -- so far the 1000
uses that we have don't fit into any one category. So
it would require a rulemaking to bring them out of
1000.

MR, LI ETO | recognize that. | guess
what al so is the other concern is NRC will be making
changes to the guidance. Your exanple was in cases
where it would be | oosened and certain restrictions
m ght be taken out. But | could see it going the
other way 1is that there mght be increased
restrictions or added requi renents t hat woul d not have
the opportunity for input by the users and the
i censees.

DR. HOAE: And | thought about that aspect
too, and this is licensing guidance. This is the
i nformation t hat you woul d provi de when you' re getting
aut horization to use that particular device. So if
t he web site gui dance when you' re appl yi ng says A B,
C and you're given authorization for it because you
nmet those criteriain A B, Cor alternative criteria
that we felt were acceptabl e and then we added a D, we
won't go back and unlicense you for it. [It's kind of
a grandfathering type of thing unless we issued

sonmet hi ng that made things applicable to everybody
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like bulletins that try to get people to commt things
on orders. So | think you woul d not be necessary hit
by --

DR. HOLAHAN. Well, I'm sorry, | agree
with your comment, and we need to form a process
wher eby we recogni ze certain things that are | i censed

under 35.1000 get into the regul ations, and we' || work

on that.

MR LIETG One other point --

DR. HOWNE: But his point was backfit. In
other words, if we tighten up on the licensing

criteria at some later date, but you got through
earlier when we didn't have those tighter
restrictions, and I'msaying that | think that is the
same as any other licensing action we take. Unless
NRC t akes sone across-the-board action, |ike an order
or a bulletin or sonething, then you are licensed
under what you cane in on.

DR HOLAHAN: Yes, because --

DR. HOAE: And you're not backfitted.

DR, HOLAHAN: Because that's only in
gui dance space, and we can't put requirements --
backfit requirenments. Wen they cone in for |icense
renewal, we'd | ook at the whol e thing.

MR LIETO The correlate is that woul d be
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an absolute nightmare for the regional inspection
enf or cenent peopl e, because they're going to cone in
and they're going to look this is what the current
criteria is on the web site, and that's how they're
going to be inspecting.

DR. HOWE: They have the |license and they
i nspect against the |icense. They do not inspect
agai nst the web site guidance.

MR. LI ETO But the license just has
references. Those tie-down conditions are referenced
by the date of the application. The license itself
does not have the tie-down condition specifically
listed.

DR. HOAE: But our inspectors are trained
that the license is the license, and the I|icense
i ncludes all of those docunents that are tied down,
and they are supposed to know or have access to those
docunents. Because that's what tell us what the
license is conmtted to. O herwi se we would have
docunment s about yea thick

DR. MALMUD: Dr. WIIlianmson?

DR WLLIAMSON: Yes. | want to, | guess,
under score ny support for Ral ph's first poi nt and what
Patricia said as well. It's not fair to the user

community to allow sonmething to sort of sit in
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gui dance space forever as a substitute for rul emaki ng
and the opportunity for public coment and
participation in the process that it allows. So |
think a first step would be to have sone kind of
reasonable criteria for when sonethi ng noves out of
t he guidance space and begins to nove into the
regul at ed/ rul emaki ng space and ki nd of have a process
set up for that.

DR, HOWE: Yes.

DR, WLLI AMSON: | really think it is

i ncunmbent upon you not to just sort of let this sit

forever.

DR. MALMUD: Dr. Vetter?

DR.  VETTER: Not wi t hst andi ng t hese
previous coments -- the NRC likes us to use

not wi t hst andi ng.

(Laughter.)

| think thisis avery positive, proactive
step that nmakes it easier for l|icensees to nake
changes in their program

DR, MALMUD: | agree with Dr. Vetter's
comrent. Any other comments? Are you | ooki ng for any
ki nd of statenent or action fromthis Committee?

DR. HOAE: No. | just wanted to nake you

aware of what we've done, what's up on the web site
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and the flexibility we think we've giventhe |licensees
on this particul ar thing.

DR. MALMUD: Thank you. | think this does
add flexibility. It may create an opportunity for
clarificationlater onwi th respect to howt hings nove
out of this, but, certainly, they're novingintothis
stratus, so we'll speed up sone issues for those who
may be concerned about them And we thank you for
your effort in drafting this.

MR. LI ETO Is this going to be
conmuni cated to the licensees in like an information
notice or isit just goingto be visit the web site if
you' ve got this type of technol ogy?

DR. HONE: Yes. | think our managenent
wll tell me whether | can or not, but | do think it
needs to probably go out as an informati on notice so
t hat people are aware of it. W've nmade -- we have
master materials |licensees, and the master material s
i censees have to issue licenses in the same manner
t hat we do, so we put the notice out to themalready,
but we haven't done the nmessage to go out to all the
i censees.

MR. LIETG  Thank you.

DR. MALMUD: Next itemon the agenda is

Angel a W | i anmson.
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MS. WLLIAVMSON: This is sort of aroutine

adm nistrative exercise that we perform at every
neeting. |'dbriefly go over the reconmendati ons from
the last neeting and the staff's response and
di sposition of the reconmendati ons. Although the | ast
neeting was cramed full of agenda topics, only two
recommendati ons actual | y cane out of the neeting. And
the other actions were action itens that NRC
managenent pronised to follow through on

But 1I'm not going to go over the
recommendati ons in too nmuch detail because, actually,
the first one has al ready been addressed by Dr. Howe
during her presentation, the generic listing of
sources and nodel nunbers on |icenses. And everyone
has -- the Cormttee as a whol e agreed to the staff's
plan to nodify the notifications and the amendnent
section of theregulation. Sol don't think we really
need to go over that one in too nuch detail

The next recomendati on, cont i nuous
tracking of itens generated during ACMJ public
nmeetings, is a non-controversial issue as well --
well, not as well -- a non-controversial issue in and
of itself. And what the staff -- well, to briefly
read the recommendati on, at the | ast neeting, the May

20 t hrough 21 neeting, the ACMJl nmade a r econmrendat i on
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t hat about two weeks after distributionof the staff's
response to any reconmendati ons t hat came out of ACMUI
public meetings, that we will hold a conference cal
with the ACMJI, a public teleconference call, to
reviewand prioritizeitens sothat the various itens,
t he nunerous itens that are generated during public
nmeetings are not i nadvertently forgotten about and not
foll owed through

And staff's response to this
recommendation is that, well, we agree in principle
that in between the bigger neetings where ACMIJ
assenbl es here at NRC headquarters, that we can neet
or we should neet again with the ACMJ, but we don't
want to hold to the two-week deadline. W just would
like for it to be approxi mately m dpoi nt between the
two main public mneetings. And we've already done
that, as you already know, with the July 17 neeti ng.
So that's kind of a done deal as well.

There are only about two actionitens that
were generated fromthe [ ast neeting. The first one
had to -- it cane out of the ACMJI's reaction to Dr.
Robert Ayrs' presentati on on exenption requests that
were granted for those |icensees who wanted to use
gamma stereotactic radiosurgery. And after he gave

the staff's rationale for accepting or rejecting the
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exenption request, ACMJl felt pretty strongly that
they should be contacted to assist wth these
exenption requests or at the very |l east staff should
make a little nore effort to engage the |licensees to
see if additional information can be brought to the
surface that will enable staff to approve nost of the
requests.

And so the action itemthat was generated
as a result of that discussion was that staff would
expl ore ways to i nprove the application process, as |
nment i oned. Well, if the application process is
i nproved, then nmaybe you can approve nore exenption
requests. \What we decided to do is to -- well, we
felt the best way to inprove the applications is to
al so do anot her thing that ACMJl recommended whi ch was
require |licensees to use NRC Form313A. But before we
can do that, we have -- the NRC Form313A does have to
be anended.

And once it is anended, we plan on to get
the word out to |icensees that, okay, we need you to
forward these requests on this form Please do it.
We really can't process your request otherwi se. So
before -- well, | should after Form 313A i s anended,
then we plan to get the nmessage out by preparing an

article in the NMSS newsletter as one vehicle for
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inform ng them and then al so i ssue a docunent call ed
a regulatory issue sunmary and send that out to the
| icensees and just try to get the wi dest di sseni nati on
possi bl e so t hat peopl e understand t hat you just can't
grab a piece of paper anynore and just kind of
scribble a request on it and send it to the NRC
offices. So that's in the works.

And the last and final action itemthat
was generated is also a done -- it's a done deal |ike
t he recormendations are. The ACMJl -- or, excuse ne,
t he NRC managenent agreed that we woul d expl ore ways
t o engage ACMJI nore effectively or nore actively, and
t hat was done at the Comm ssion neeting, basically.
We seek approval to utilize ACMJ as nore than
advi sors but also as consultants when necessary and
appropriate, and we' ve al ready change the charter to
reflect that new capacity. So, again, that's pretty
much a done deal

Al so included, and |I' msure everyone has
figured this out by now, but I'mreading fromthe
t abl e of recomendati ons tasks and actionitens, we've
al so engaged t he t wo nedi cal physicists fairly heavily
during the last six nonths in having them assist us
wi t h approvi ng requests fromlicensees for those fol ks

t hat are seeking aut horized nedi cal physicist status
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but they don't quite neet the training and experience
requi rements. And we've been successful in approving
t hose applications using the expertise on the ACMIJ

And that's basically all that | have.

DR MALMUD: Thank you. Are there
questions for -- yes?

DR. NAG Well, a comnment. Basically, I
think I want to amend the NRC officials and staff
authorizing the feedback. This is sonmething we've
been | ooki ng for year after year, and now we are bei ng
provided this | oop, so thank you very mnuch

M5. WLLI AMSON: Ckay.

DR MALMUD: Dr. WIIianmson?

DR. WLLIAMSON: | don't knowif this is
the point to bring it up but | thought the draft
summary m nutes were very well witten and conpl ete.
And | thought this was really good.

M5. WLLIAMSON: Thank you

DR, WLLI AMSON: This is a very nice
readable summary of +the neeting and obviously
reflected a |ot of work on the part of soneone that
shoul d be commended, | think.

DR. MALMUD: | think that's a consensus
fromthis conmttee.

V5. W LLI AMSON: "Il take credit.
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DR. MALMJUD: So you have anot her consensus
today fromthe Conmttee and praise over the work of
your offices.

MR. ESSI G Just one question | needto --
because | was asked earlier, Angela, on the July
conference call sumary mi nutes, have t hose been made
available to the Comm ttee? There's was at | east one
menber that expressed -- that thought that they had
not received them

M5. WLLIAVSON: | will haveto check into
that. It was nmy understanding that it had been nmade
avai | abl e.

DR. HOLAHAN: They're not availableinthe
book.

M5. W LLI AMSON: Well, no, they wouldn't
be available in this book, because --

DR. HOLAHAN: Oh, it was a cl osed neeti ng.

M5. WLLIAMSON: Right. GCkay.

DR. MALMUD: Thank you.

M5. W LLI AMSON: Actual ly, that's not why,
the fact that they were closed. That isn't really
why. [It's just that it was a tinme issue.

DR MALMUD: Then we nove on to the
adm ni strative concl usion.

M5. WLLI AMSON: I do have an update
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t here. | found out that this room wll not be
avail abl e around the March 2 tine frame. In fact, it
won't be available for that entire week. So what
we're trying to do is to see if we can get the
auditorium either March 1 and 2 or 2 or 3, so that
another trip is not necessary for the Commttee to
make another trip here.

DR. MALMJD: So you'll | et us know whet her
the two days are going to be 1 and 2 or 2 and 3.

M5. WLLIAMSON: Well -- right, right.

DR. MALMUD: We'll | ook forward to hearing
fromyou about that so those who will require themcan
make airline reservations in advance.

M5. WLLIAVBON: | mght already have an
answer waiting on nme. | just need to check ny
nmessages. So by the tinme you get back to your --

DR MALMUD: We'll check our emails.

M5. WLLI AMSON: Yes, you mght already
have an answer.

DR,  MALMUD: Any other issues to be
covered in the admnistrative conclusion? Next
neeting date? Agenda topics? Meeting sunmary? If
not, may we entertain a notion for adjournnent?

DR VETTER  So noved.

MS. SCHWARZ: Second.
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DR. MALMUD: Thank you all. Thank the

staff for an excellent neeting. |'ve been asked to
hit the gavel. Meeting adjourned. Thank you all.
(Whereupon, at 2:41 p.m, the ACMJ

nmeeting was concl uded.)
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