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NUCLEAR REGULATORY COWM SSI ON
+ 4+ + + +
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+ 4+ + + +
MEETI NG
+ 4+ + + +
MONDAY,
MARCH 22, 2004
+ 4+ + + +
ROCKVI LLE, MARYLAND
+ 4+ + + +
The Advisory Conmittee net at 1:00 p.m. in
T10c2 of the Nucl ear Regul atory Comm ssion, 11545
Rockville Pike, Dr. Manuel Cerqueira, Chairman,
presi di ng.

COW TTEE MEMBERS:

MANUEL D. CERQUEI RA, M D.
, Nucl ear Cardi ol ogi st,
Chai r man

LEON S. MALMUD, M D., Health Care Adm ni strator
Vice Chair

DOUGAS F. EGELI, M D., Nuclear Medicine Physician

NEKI TA HOBSON, Pati ent Advocate
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P-ROGEEDI-NGS
1: 05 p.m
MR ESSIG Okay. This is TomEssig
fromNRC. |'m Designated Federal Oficial, and I
have about 1:05 eastern tine by ny watch, and I
t hi nk we should go ahead. |[|'ve heard a nunber of
key peopl e announce their presence.

So let nme just start with ny opening

remar ks.

DR NAG Dr. Nag joining in.

MR. ESSIG Ckay. As Designated Federal
Oficial for this neeting, | am pleased to wel cone

you to the publicly noticed conference call neeting
of the ACMUI .

As | said, ny nane is Thomas Essig. | am
the Branch Chief for the Materials Safety |Inspection
Branch and have been designed as the Federal
Oficial for this Advisory Conmittee in accordance
with 10 CFR Part 7.11. This is an announced neeting
of the Conmittee, it is being held in accordance
with the rules and regul ati ons of the Federal
Advi sory Committee Act and the Nucl ear Regul atory
Conmi ssi on.

The neeting was announced in the March

10, 2005 edition of the Federal Register.
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The function of the Commttee is to
advi se the staff on issues and questions that arise
on the nedical use of byproduct material. The
Conm ttee provides counsel to the staff, but does
not determ ne or direct the actual decisions of the
staff or the Comm ssion.

The NRC solicits the views of the
Conm ttee and val ues them very nuch

"1l request that whenever possible we
try to reach a consensus on the various issues that
we will discuss during this conference call, but |
al so value mnority or dissenting opinions. |f you
have such opinions, please allow themto be read
into the record.

As part of the preparation for this
neeting, | have reviewed the agenda for nenbers and
enpl oynment interests based on the general nature of
t he discussion that we're going to have today.

|"ve identified the itemrelated to St.
Joseph Mercy Hospital dose reconstruction as posing
a conflict for Commttee nmenber Ral ph Lieto.
Because that hospital is M. Lieto' s current
enpl oyer, | ask that he not participate in any of
the Cormittee's decision nmaking activities, other

formal actions, recommendati on or concl usi ons
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related to the dose reconstruction effort for the
St. Joseph Mercy Hospital case.

| f during the course of our business,
ot her nmenbers determ ne that they have a conflict of
interest in matters before the Commttee, please
state it for the record and recuse yourself from
that particul ar aspect of the discussion.

One administrative point which I would
like to raise concerns the need for clearly
i dentifying action itens which are being proposed or
exi sting action itenms for which status information
is either sought or being presented. Cdearly
calling out these itenms during our discussion wll
facilitate a search of the transcript follow ng the
nmeetings. The existing process for Committee
notions already does this. W would like to
establish a conparabl e process for action itemns.

At this point | would like to performa
roll call of Commttee nenbers that nay be
partici pating today.

Dr. Cerqueira, | believe | heard you
bef or e?

DR CERQUEI RA: Yes, |'m on.

MR ESSIG Dr. Ml nud?

DR. MALMUD: Yes.
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ESSIG  And Nekita Hobson?
HOBSON:  Yes.

ESSIG Ruth MBurney?
McBURNEY:  Yes.

ESSIG Dr. Eggli?

T 3 3 3 P B

EGCALI : Pr esent.

3

ESSIG Dr. D anond, | understand a

medi cal emergency and will not be with us today.

FDA? Ckay.

(202) 234-4433

And Dr. Nag?

NAG  Yes.

ESSIG Sally Schwarz?

W LLI AMSON: She was on earlier.
ESSIG Sally was on.

SCHWARZ: |'m here.

ESSIG Ch, you are here. kay.
SCHWARZ: |'m here.

ESSIG Al right.

Vetter?

VETTER: Here.

ESSIG Dr. WIIlianmson?

W LLI AMSON: Present.

ESSIG Ckay. Ralph Lieto.

> 33 33 7 3% 35 3 5 33

LI ETO Pr esent.

3

ESSIG Ckay. And Dr. Suleiman from

Not present.
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And Dr. Schenter, | believe you said you
her e.

DR SCHENTER:  Yes.

MR ESSIG Dr. Van Decker? Wo is our
ot her new nenber, a nucl ear cardi ol ogi st.

And M. Ed Bailey? Okay. W is our
new St ate Representative.

And 1'll now ask the NRC staff to
identify thenselves. So we could just go around the
roomwhere | amand there may be others from NRC who
have dialed in fromother |ocations.

As | nmentioned, I'm Tom Essig. And ||
go to ny left.

DR. HOANE: Dr. Donna-Beth Howe in the
MSI B.

M5. WLLIAMSON: Angela WIIianson,

MSI B.

M5. TURNER  Anita Turner, NSIB.

M5. WASTLER: Sandra Wastler, RGB.

DR. BROSEUS: Roger Broseus, Rule Mking
Gui dance Branch

M5. CHI DAKEL: Susan Chi dakel, O fice of
CGeneral Counsel .

MR. ESSIG Are there any other NRC

staff on the line? 1'msorry.
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MR ZELAC: Ronald Zel ac.

MR. ROSEN. Okay. You sound like you're
500 m | es away, Ron.

MR ZELAC. |'musing a headset. |[|'lI
try to speak |oudly.

MR ESSIG Gkay. Thank you.

And as far as nenbers of the public, |
know bef orehand we had indicated that Dr. Carol
Marcus, who |'ve already heard is present, and Dr.
Jeffrey Siegel also is present.

s CGerald Wite on? Rohsunda Drunmond?

MS. DRUMMOND: Yes, |'m here.

MR ESSIG Okay. WIIliam U fel man?

MR UFFELMAN: |'m here.

MR ESSIG That was here?

MR. UFFELMAN. |'m here, yes.

MR. ESSIG Ckay. And Fairobent?

MS. FAI ROBENT:  Yes.

MR ESSIG (kay. And Cassandra Foens?

M5. FAIROBENT: No. Dr. Foens had an
emer gency.

MR, ESSIG Ckay. | believe that that

takes care of the prelimnary remarks.
And, Dr. Cerqueira, | will nowturn it

over to you to open the neeting.
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DR. CERQUEI RA: Tom do you have the

agenda?

MR ESSIG Wll, we only have two itens
on the agenda. One was related to a further
di scussion of Part 35, specifically the T&E issue
and the 35.100. As you recall fromour |ast noticed
neeting, we had deferred until the next conference
call issues that -- unfortunately Dr. D anpond
couldn't be with today because the reason for
deferring the issues is because | believe that Dr.
Nag had to | eave early and Dr. Dianond was not able
to be present. And so we wanted to defer certain
i ssues to this call so that we could have the
opportunity of Dr. Nag and Di anond to both weigh in
on them

The other itemthat we wanted to di scuss
is the dose reconstruction issue, the status of the
Subconmittee for the St. Joseph Mercy Hospital case.

So basically it was those two agenda
i tens.

DR NAG Right. So the training and
experience with -- was now that just related to the
1, 000 series?

MR ESSIG | know -- go ahead.

DR. BROSEUS: This is Roger Broseus.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433
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" munderstanding is we're actually
supposed to be talking -- the aimof the Cormittee
was to talk about 35.390 as it relates to radiation
oncol ogi sts training experience and qualifications
for --

M5. YAK: This is ne, it's Frances Yak.
Sorry about that.

DR BROSEUS: So you guys can correct ne
if I"'mwong, but that was the significant T&E issue
fromthe | ast agenda and why the radiation
oncol ogi sts were to weigh in on the call.

DR, WLLIAMSON: This is Jeff
W I lianson.

That is correct, | believe.

DR. CERQUEI RA: Yes, that was ny
under st andi ng, too. So, why don't we start with
that. And, Jeff, maybe you could | ead us through
this.

DR. WLLI AMSON: kay. Let ne make a
coupl e of coments.

| did circulate a witten proposal to
the group, so a little background. Prior to the new
Part 35 going into force in October, the radiation
oncol ogy certification through the American Board of

Radi ol ogy was an acceptabl e credential for being an

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
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aut hori zed user for radi opharmaceuticals, for which
a witten directive is required.

The new Part 35 basically put in place
the old Part 35, or essentially put in place as
Board qualification criteria the alternate pathway
requi rements, and anong wi th perhaps other boards,
Ameri can Board of Radiol ogy, our old certification,
couldn't neet those in part, because the way the
Board exam ne is structured.

So the ACMUI T&E Committee attenpted to
try to rectify this, and you can see that is in the
first half of the proposal | circulated. And what
it essentially did was place the requirenent for
supervi sed clinical experience with 12 different
cases distributed in 4 different categories at the
end of the T&E requirenent, which would be a conmon
but separate requirenent applying to those who are
qgqual i fying as authorized users both by virtue of
Board certification and alternate pathway training.

So what | have done is, sonehow | wll
mention although | believe it was the intent of the
Subconmittee, the final proposal draft was sent
forward by the staff, you know, in the
Subcommittee's nane did not have exactly this draft

proposal in place.

NEAL R. GROSS
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So, as a follow up to the |ast neeting,
| attenpted to rewite 35.390 in the formthat you
see before you. | hope you all have it. Wuld it be
hel pful if | stepped through it bit by bit? Ckay.

So the proposal reads as follows:
"Except as provided in Sec. 35.57, the |licensee
shall require an authorized user of unseal ed
byproduct material for the uses authorized under
Sec. 35.300 to be a physician who:

(a) Is certified by nmedical specialty
board whose certification process includes all of
the requirenments in paragraph (b) of this section.”

Let me nmake sure |I'mreading the right
one. Yes, | am Ckay.

"Whose certification has been recogni zed
by the Commi ssion or an Agreenent State...To be
recogni zed, a specialty board shall require al
candi dates for certification to:

1) Successfully conplete a m ni num of 3

years of residency training in a

radi ati on therapy program approved by

t he Residency Review Conmittee of..."

so-and-so and so on. | won't bel abor

all of that. "O a training programin

nucl ear medi cine or a rel ated nedi cal

NEAL R. GROSS
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specialty that includes 700 hours of
trai ning and experience as described in
par agraph (b) of this section.
Ckay. So notice howit's stated. It
basically says conplete a 3 year residency in
radi ati on oncol ogy, approved by such-and-so or
training in a nuclear nedicine or related nmedi ca
speci alty programthat includes 700 hours of
training and experience as described as in paragraph
(b).
So the idea is that there two groups in
here. Radi ati on oncol ogy who defines the
appropri ate residency, experience by neans of this
approval nechani sm and the nucl ear nedicine
communi ty who defines what constitutes a program by
reference to the alternative pathway requirenents.
2) Pass an exam nati on,
adm ni stered by di pl omat es of
t he specialty board, which
tests knowl edge and conpetence
in radiation safety,
radi onucl i de handling, quality
assurance, and clinical use of
unseal ed byproduct material s;

qual ity assurance, and

NEAL R. GROSS
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clinical use.

So | see that, you know, ny version has
a m stake. The second line shouldn't say "includes
all the requirenents of paragraph (b).

Then paragraph (b) is essentially
unaltered fromthe current regulation. It says "Has
conpl eted 700 hours of training and experience" and
it goes through the classroom the work experience
and lists, you know, the work experiences (A)

t hrough (E), whatever they are.

What it does not |ist now are 12 cases.

Then (c) says, paragraph (c) says: "In
addition to nmeeting the requirenents of (a) or (b)
of this section, an authorized user of byproduct
mat eri al aut horized under 35. 300:

(1) Must have experience, under

t he supervision of an

aut hori zed user, admnistering
dosages of radioactive drugs
to patients or human research
subj ects invol ving a m ni mum
of three cases in each of the
foll owi ng categories."

And then these categories (A) through

(D) are just like they are in the current paragraph

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
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(b) except they're now noved to this new paragraph
(c).
Ckay. So (c)(1) has the 12 cases of
supervi sed experience. (c)(2) is:
"Have obtained witten
attestation that the
i ndi vi dual has satisfactorily
conpl eted the requirenents in
par agraph (a) or (b) of this
section and has achieved a
| evel of conpetency sufficient
to function independently as
an aut horized user for the
medi cal uses aut horized under
35.300. "
And it basically states the sane
requi rements for authorized user preceptor that is
in the current regulation. Basically requiring that
t he preceptor be an actual 35.300 AU or | suppose
partially certified or recognized AUs m ght al so be
accept abl e.
So that's the proposal. So the essence
of it is is that radiation oncol ogy doesn't have to
comply with the letter of everything that's in

paragraph (b), any other residency experience does.

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

18

But no matter which of the two pat hways you go

t hrough, the board certification or the alternative

pat hway, at the end there is requirenent (c), which

is 12 cases plus preceptor stage.

MR. McBURNEY: This is Ruth MBurney.

In the paragraph (a) you said that the

requi rements in paragraph (b) did not apply?

DR. WLLI AMSON: Yes. What | should

have excl uded, in paragraph (a) the second |ine

i ncludes all the requirenents of paragraph (b) in
this section. That should be deleted. | nmeant to
delete it. It's just a mstake on ny part. | cut

and pasted this fromthe current regul ation.

So that's what | intended to do, so if

you woul d make that correction in my proposal, 1'd

appreciate it.

DR. CERQUEIRA: Al right. Now, Roger,

are you on the line? 1 guess | have a couple of

sort of --

and it really relates to part (a) where

we actually are listing the boards.

five pages.

(202) 234-4433

DR. BROSEUS: Excuse nme. Dr. Cerqueira?
DR CERQUEI RA:  Yes.

DR. BROSEUS: This is Roger Broseus.

W have a paper copy here that has about

And | wanted to make sure that we were
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all the sane page.

|"mreading frompage 3. It says
"Proposed 390 Language: Jeffrey F. WIlianmson." 1Is
t hat where you want us to be, Jeff?

DR W LLI AMSON:  Yes.

DR. BROSEUS: Thank you.

DR WLLIAMSON: And we are talking
about the paragraph (a) under the second line, the
entirety of the second line as | see it on ny screen
shoul d be struck out.

DR. BROSEUS: Thank you, Dr. Cerqueira.

DR CERQUEI RA: Ckay. That clarified it
| guess for ne as well.

Al right. Questions for Jeffrey?

DR EGAIl: Yes. Jeff, are you
i ntending to say that basically everybody but
radi ati on oncol ogi sts have to neet the 700 hour
training requirenent? And if so, why?

DR. WLLIAVSON: Well, the 700 hour
requi rement basically has inserted in it that the
i ndi vi dual supervising it has to be an AU. And, you
know, for the sane reason that radi ation oncol ogi sts
couldn't be qualified to be AUs, even for their own
nodalities, it was because the board eligibility

process doesn't require or doesn't have a nechani sm
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for having AUs and preceptor statements in it. So,
that's one reason for nmoving it out.

But I would say the underlying reason
is, is that -- and Dr. Nag can correct nme. |I'm
trying to represent his discipline now.

| would say overall about 40 percent of
radi ati on oncol ogi sts have a substantial practice in
radi onuclide therapy. So it is it not radiation
oncol ogi sts. And they have very successfully pursued
it under the existing regul ations which doesn't
require themto, you know, basically show any of
this. Just sinply the board certification al one was
hardwired into the current regulation. So, what |'m
trying to do, | guess the underlying intent is to
create a pathway by which graduates of those
particul ar prograns that do have clinical experience
can becone authorized users for this nodality and
not have an unduly hi gh burden placed upon them

So the conprom se |I'msuggesting is that
the detailed training and experience requirenents,
whi ch were deleted by the way fromthe HDR
brachyt herapy and ganma kni fe T&Es, you know, be
struck fromthis and stated in nore general form as
| have done in the exam ne requirenments. But then

have the clinical experience requirenment as a sort
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of separate requirenment that would allow those
i ndi vidual s to pass through the system of
qualification of AU without significantly nore
hassl e than they have now.

DR NAG Yes. A sinpler possibility
woul d be like if sonebody is board certified in
radi ati on oncol ogy, they just have to show that they
have done those three cases in those subjects, and
therefore a total of those 12 cases.

You know, if you have radi ati on oncol ogy
board only Iimting board and you show you had those
cases that were done, then you would qualify for the
1000. That would be a shorter way.

DR EGGE.I: Okay. Again, Jeff, the way
you have this witten nucl ear nedicine physicians
who are the primary practitioners of 390 are held to
a different and hi gher standard than the radiation
oncol ogi sts. Because in the current system again,
board certification in nuclear nedicine wthout
speci fic docunmentation of these requirenents is
adequate training to beconme a practitioner of 390.
And I"mnot sure that it's reasonable to set up two
different classes of standards: One for radiation
oncol ogy whose prograns may or may not include all

of these requirenments and one for nucl ear nedicine
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who, although their prograns traditionally do
include all of these requirenents, have never been
in the past required to docunent that. | don't
think it's reasonable to set up two different
cl asses of users.

DR WLLIAVMSON: Well, I'mopen to that.
The only reason | left it that way is because |
t hought your community was content for yourselves
the way the proposed regulation was witten. So
just left it intact so it's exactly the sane way as

the regul ation that was published in the Federa

Regi ster in Decenber, | guess.
DR. NAG | guess froma sense of --
DR. WLLIAVSON: | mean, | have no

obj ection what soever to changing it and nmaking it
nore performance based for the nuclear nedicine
comuni ty.

DR EGAIl: Ckay. | just think it's
unr easonabl e to have two different standards. And
t hat whatever the standard for training and
experience is, it should apply uniformy and not
di screetly.

DR WLLIAMSON: | would accept that.
t hink then, you know, there has to be an alternative

definition of what kinds of training prograns are to
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be included in the scope of this regul ation.

And, you know, the only reason | left it
as what | said in nmy preanble, is | had this perhaps
m st aken assunption that you all, neaning you in the
nucl ear nedi ci ne community, were using these
alternative pathway requirenments to define what were
appropri ate residency prograns rather than enunerate
t hem

DR. NAG Yes. Wat we can say, anyone
who has the nucl ear nedici ne boards or the radiation
oncol ogy boards and can show that they have the
preceptors in those qualifications will qualify.

That nmakes it: (1) nondiscrimnate, or; (2)
sinmpler, and; (3) it ensures that they have, you
know, sufficient training and handling in

radi oactive materials and they have the practi cal
experience as well. | nean | think that would be
one --

DR. WLLIAVMSON: | certainly woul dn't
oppose that.

MR. McBURNEY: And just a question for
ny own know edge. The exam nation for the Anerican
Board of Radiology in radiation oncol ogy does
i ncl ude unseal ed radi oactive materials handling?

DR. NAG Yes, it does include that.
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But it does not go into each specific -- it does
requi re you know about both seal ed sources, unseal ed
sources, but it doesn't categorize and say you nust
have 12 cases.

MR. McBURNEY: Right.

DR NAG So that's why | want to put
t hose nunber of cases in there.

MR. McBURNEY: Right.

DR WLLIAMSON: Yes. | agree, in fact.

MR. McBURNEY: No, | was just asking
about the exam nation and (a)(2).

DR. WLLIAMSON: Yes. In physics when
we have the didactic lectures to the radiation
oncol ogy residents, yes, we have to include |ectures
on radi onuclide therapy, dosinetry, source handling,
prescription. So, you know, we cover it in the sane
way we cover the didactic principles of
brachyt her apy.

MR. McBURNEY: Right. Ckay.

DR. NAG Yes. | think, you know, the
thing is there is also you have witten up, it
bel ongs so long that at the end you try to figure
out, you know, what is what and what even it
capture. You keep it sinple and say you need to

have a board certification in radiol ogy and
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t her apeuti c radi ol ogy on inplenenting the system and
denonstrate -- it makes life a lot sinpler and it
makes the board to be |evel --

DR. WLLIAVSON. Well, | certainly would
support that. You know, | gave you ny reasons for
|l eaving it the way it was.

DR NAG Right. Right. I know

DR. WLLIAVMSON: And that | thought the

DR NAG Well, what | neant is if all
the other Committee nenbers feel that woul d make
things sinpler, we can just have it that way. Make
it alot sinpler.

DR WLLIAMSON: | agree.

DR. CERQUEI RA: So, Doug and Leon, would
that satisfy your concerns?

DR. MALMUD: It would satisfy mne.

Dr. Eggli?

DR. EGA.l: Yes. Essentially. | could
go either way for either of the two routes, but I
think that they should be the same for all 390
practitioners. So, yes, that would satisfy ne.

MR LIETG | seemto recollect fromDr.
D anond that his concern was that sonme of the

specifics, in particular are listed in Jeff's page 4
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under sub item (2) where it lists the specific
things |i ke ordering, receiving and unpacki ng and so
forth. His objection was the requirement for
generator elution, quality control so forth that
really they woul d never do or have reason to do in
radi ati on oncology. And | think that that was one of
the itens that he was concerned about being a

requi rement for radiation oncol ogy program

DR WLLIAMSON: That is, indeed.
mean, eluting generator systens, as | naively
understand it, has to do with keeping on hand | arge
stores of technetium99m | assune.

MR LIETG Right. It didn't have any
rel evance --

DR WLLIAMSON: Yes, it doesn't have
any relevance to this.

MR LIETG And so that was one of the
things that, if nmy nenory serves right about his
concern, was that 700 hour piece.

| don't think there was an objection to
t he 700 hour requirenent.

DR WLLIAVSON: Well, | think there are
several objections to it. One was m ssed by the
original ACMJ Subcomm ttee on this business. And

first of all, it says that it has to be under the
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supervi sion of an authorized user that neets the
requi rements of 35.390(a). GCkay. Now, that is not
going to fit with the ABR paradi gm of doing things,
because even in brachytherapy and in gamm
stereotactic, which are in the province very
uncontroversially of radiation oncol ogy, that

requi rement couldn't be net.

MR LIETG Yes. | don't object to that
particul ar phrase being renoved, Jeff. | think ny
poi nt was that just the 700 hour requirenent itself,
| don't think there was an objection of that by --

DR WLLIAMSON: Well, there is. If it's
understood that the 700 hours devoted exclusively to
radi onucl i de therapy. As | nentioned, at |east half
of the radiation oncology training prograns do not
have a significant conponent of this in their
training program And so if you can nmake the case
t hat even one individual will be allowed to sit for
the boards without having all of this, then it
di squalifies the whol e board from being a default
credential for this process. So you have to really
car ef ul

| think the proposal to get around the
requirements is a good one, which is let's not be so

prescriptive. Let's, you know, basically try to be

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

28

nore performance based and just basically say you
have to have this clinical supervised experience

pl us you have to have the board certification, which
gi ves you a general and good training in

radi onucl i de handling. And that plus the case
experience will be enough for all applicants for
35.300 AU status, then we don't have to worry is
this a good requirenent, but that one a bad one.

And sinply | eave paragraph (b) intact for the

al ternative pat hway.

DR NAG | think I would agree. | nean
| think we should make the sinpler, easy to swall ow
and al so make sure we cover the bases but yet not be
too overly prescriptive.

MR LIETG So, Jeff, if | understand
you correctly, then what you're suggesting also is
that in your proposed paragraph (a)(1l) that you
woul d renove that |ast couple of lines there stating
i ncl udes 700 hours of training and experience?

DR WLLIAMSON: That's correct. So
what we would do is replace training programin
nucl ear nedicine or related nmedical specialty that
i ncludes 700 hours of training and experience that's
descri bed in paragraph (b) with some kind of

enuner ati on of the appropriate residency training
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experiences that, | guess, we will rely on Dr.
Eggl i, perhaps, our nuclear nedicine colleagues on
the Cormittee to supply. Because | don't know how
to do it.

MR. McBURNEY: | think there's a ACGVE
resi dency, | mean, for that as well.

DR WLLIAMSON: Yes. So | think that
t he good proposal is just to enunerate the
appropri ate residency experiences; diagnostic
radi ol ogy, accredited residency would do as well as
however many di fferent kinds of specific nuclear
medi ci ne residency experiences there may be. Again-

MR LIETG Wsat you're saying then,
t hough, that all the nuclear nedicine and radiol ogy
progranms have to fit into the alternate pathway?

DR. WLLIAVBON: No, I'mnot, at all.

MR, McBURNEY: No.

MR. LIETG Well, you're striking it out
of (a).

DR, WLLIAVSON: W're striking it out
of paragraph (a) entirely. So in paragraph (a)
there will be no reference to paragraph (b). That's
what Dr. Nag and Dr. Eggli's proposal anobunts to.

MR LIETG Well, if I'"'mreading it
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ri ght now, (a)(1) says: successfully conpletes a 3
year residency training in a radiation therapy
program approved so forth and so on. So where do
t he other prograns cones in?

DR. WLLIAVSON. Well, we're going to
have to cone up with | anguage descri bing each one of
them like that. GOkay. So all of the radiation
oncol ogy AU descriptions all have this phrase in
there. They define thenselves by using the words
radi ati on oncol ogy and resi dency program approved by
t he Residency Review Committee of the ACGVE or Roya
Col | ege of Physicians, or Surgeons, whatever it is.
So we have to cone up with a simlar list for the
ot her nucl ear nedi ci ne and rel ated nedi cal
specialties. And then, you know, they are no | onger
going to be defined by a reference to paragraph (b).
And | think that's what Dr. Nag/Eggli proposal
amounts to.

And paragraph (b) would remain, maybe
with the renmoval of the elution of generators.

M5. SCHWARZ: | think that will be a
good i dea.

DR WLLIAMSON: For a definition of the
alternate pathway only. And so we woul d have then

the criteria for (a)(1)(2) would be the criteria for
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board recognition. Then paragraph (b) will be the
sort of equival ence training and experience for
alternate pathway. And then paragraph (c) is the
conmon requi rement for docunented and supervised
clinical experience with 12 cases plus preceptor.

And that way, you know, | think
certainly would | think satisfy the needs of the
radi ati on oncol ogy comunity and allow ny cli nical
col l eagues to remain in this practice.

DR VETTER | think I like that
proposal, but | have another question for Drs. Eggl
and Ml nud.

| don't know if you know the history.
Where did three years of residency cone fromand is
that an appropriate anount of time? Do you really
need to be in a residency 3 years to use
radi onucl i de therapy safety?

MR UFFELMAN: If | may intrude on the
Conmttee's discussion. In SNMs letter responding
to the rule, we pointed out that when in fact when
t he radiation oncol ogi sts were added that the 3 year
just in order in which it appears, the 3 years of
radi ati on oncol ogy got in there which made it appear
t hat the nucl ear nedicine physicians were in fact

subject to that, when in fact their residency is a
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two year residency. And so we had actually
suggested sonme alternate punctuation that nmade it
clear how it should have been when that was first
added by the ACMU | ast summer.

M5. FAIROBENT: We did the sane thing in
our letter fromus and the other associations.
Basically it was to clarify that the 3 years
resi dency applied to radi ation therapy, that there
was 2 years of nuclear medicine residency program
or, any other programin a related nedical specialty
t hat i ncludes the 700 hours.

One of the concerns in listening to this
di scussion | have of conpletely taking out any tie,
and | throw this back to Dr. Cerqueira, | think that
if you take out any reference at all to another
rel ated nedi cal specialty including 700 hours, what
does that do for the nuclear cardiol ogy?

DR. CERQUEIRA: Well, this is for 390.

M5. FAI ROBENT:  Ckay.

DR. CERQUEI RA: So our people woul d not
really be involved in this.

M5. FAI ROBENT: Ckay.

DR. CERQUEI RA: And | guess the
endocri nol ogi sts woul d not be covered by this

because they're not using doses in this amount. |Is
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that correct, Jeff?

M5. FAI ROBENT: Yes, that would be the
80 training under 392 and 394.

DR WLLI AMSON: Yes. They have their
own sort of single indication I-131 AU definitions.

DR EGGEl: In response to the 3 year
resi dency issue, if that 3 year just were renoved
altogether and it would be defined as a residency
program approved by ACGVE, the Residency Review
Conmmttee of the ACGVE, then ACGVE for radiation
oncol ogy determ nes that the residency is 3 years,
for nuclear nedicine 2 years, and is it necessary to
have a reference to the tine or just to the fact
that the residency is approved by the Residency
Revi ew Committee of the ACGQVE?

DR. NAG | was going to add that
simlar suggestion that let's not nake one three
year and one two year. W know that the residency
program have their own standards. And so it let it
be what the residency standards are and so |ong as
they're are board certified, they are board
certified. Let the board certification. Now
radi ati on oncol ogy 4 years. So we don't need to say
how nmany years.

DR, WLLIAVSON: | agree with Dr. Nag's
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suggestion. | think there's no reason. |In fact,
the requirenent is now for 4 years of radiation
oncol ogy.

M5. DRUMMOND: This is Roshunda Drunmond
w t h ASTRO

And | just wanted to point out that in
the joint conment letter we also highlighted that
poi nt that the radiation oncol ogy residency program
far exceeds what's already stated in 35.390. So we
al so support that contingent that the 3 years just
be taken out altogether and just to say what the
program actual ly requires, the residency program
al ready requires.

DR. CERQUEIRA: So it seens |ike the
general agreenent, yo know, leaving it up to the
prograns, the ACGVE accreditation, would be the
appropriate way to do it. And does anybody object
to do doing it that way, to not specifically state a
time period?

DR. MALMUD: | don't object, but I have
one or two questions.

The first one is this: |s board
certification a requirenment or eligibility for
board certification adequate?

DR. W LLI AMSON: It's board
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certification.

DR. MALMUD: So we agree it's board
certification?

DR WLLIAMSON: Yes. | nean, there's
two requirenents; having the residency and passing
t he exam ne.

MR. McBURNEY: That's the A path, yes.

DR. MALMUD: Al right. So then if
that's the case, then under 35.390 subheadi ng (a)
and under that subheading (b) and then under (b)
number (1) that should read: "To successfully
conpl ete ACGVE board certification in radiation

oncol ogy, nuclear medicine, or a programin rel ated

medi cal specialty..." etcetera. |s that the wording
that is discussable?
DR. WLLIAVMBON: | think that in this

definition you can't have the word "rel ated nedi ca
specialty.” | think it has to be nore specific.
DR. NAG Yes. | believe that, too.
Because, you know, radiation oncol ogy and nucl ear
medi ci ne we know that they do cover all of this.
DR. WLLI AVMSON: And radiol ogy, too.
DR. NAG Yes. |If you say and rel ated
specialty, sonmeone may say well, | amin thyroid

disorders and it's a related specialty and so |
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cl ai ma background.

So, the word rel ated becones very vague.

DR. MALMUD: Fine. Wat is the wording
that is preferred? Could soneone read subheadi ng
(b) paragraph (1) to me so that | can agree or
di sagree with it?

DR. WLLIAVBON: | suppose successfully
conplete a residency training programin a radiation
t herapy program approved by X, Y or Z. | guess, no.
A radi ation oncol ogy, nucl ear nedicine, or radi ol ogy
program approved by bl ah, blah, blah. But it may not
be able to be so sinmple. | think you m ght have to
have a separate phrase for each one, because |I'm not
sure necessarily all the nucl ear nedicine, radiol ogy
and radi ati on oncol ogy prograns are approved by the
same entity.

DR EGAIl: | think it actually is
pretty nmuch simlar.

DR, WLLI AMSON: Ckay.

DR EGGE.l: There's a ACGQVE, there's the
Royal Col |l ege of Canada, and there's the osteopathic
group for nucl ear nedicine.

DR, WLLI AMSON: Ckay.

DR, EGA.l: And | believe they're quite

simlar for diagnostic radiology as well.
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DR WLLIAMSON: Okay. Well, if that's

so, then it could read --

M5. FAIROBENT: M only concern is
trying to identify these, 1'm|ooking back at the
original |anguage in subpart (a)(4) this type of
stuff. And because, in fact, the certification
titles have changed over the years, I'ma little
concerned that if we start specifying and calling
out certification areas, that we may in fact
di senfranchi se sone peopl e who have ol der
certification titles.

I n subpart (j) --

DR. WLLI AVSON: But hold on, Lynne.
We're not enunerating certifications. W're
enunerating residency experiences that are eligible
that nake a certification process eligible.

M5. FAI ROBENT: Ckay. But if you | ooked
up in the old | anguage under subpart (g), the ABR
certifications were in radiology, therapeutic
radi ol ogy or radiation oncol ogy.

DR WLLI AMSON: But those are the
certifications.

M5. FAIROBENT: | would assune the
resi dency prograns pretty nmuch back at those tines,

went along with it.
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DR CERQUEIRA: This probably falls into

the area of grandfathering. | think what we're
proposing is basically applicable to people who are
starting training or currently in training. In some
of these other issues, what do we do in ternms of
peopl e who are currently practicing? But shouldn't
they already be qualified, Jeff?

M5. FAI ROBENT: They may not be on a
| i cense.

DR WLLI AMSON: But, Lynne, why then
aren't the 600 and 400 rules al so subject to that
criticism and ACR never commented on that?

M5. FAI ROBENT: The 600 and 400 was only
the -- in fact, we did conment in the past on those,
Jeff.

DR. WLLIAVSON: But it does say, it
uses the word "radiation oncol ogy residency” to
define them So why would it be wong to use the
word radi ati on oncol ogy residency in 300 if we use
it in all the other regul ations?

M5. FAIROBENT: |'m not questioning on
the oncology side. I'mtrying to be sure we're al
i ncl usive on the diagnostic radiol ogy and nucl ear
medi ci ne side. And just saying sinply nucl ear

medicine, | don't think we are all inclusive for ABR

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

39

radi ol ogi sts that are also certified and authorized
users under 300.

DR, WLLIAMSON: So it probably nmeans a
little research needs to be done.

MR. ESSIG Ckay. You going to do it,
Jeff?

DR. WLLIAVSON: Well, | thought the NRC
had a staff?

DR CERQUEI RA: Tom any staff that can
hel p Jeff out on this?

MR ESSIG |s the question whether or
not we can do the -- | wasn't quite sure what Jeff's
reference was to.

DR. WLLIAVBON:. Well, | think the
concern is that sone research needs to be done to
identify all of the types of residency experiences
on the nucl ear nedicine side that we would want to
put in the scope of this regulation. And --

DR. NAG Well, one question is that,
you know, they always have the alternative pat hway
to provide. |If they are only going to be, you know,
one or two or very few nunbered, they can al ways use
the alternative pathway.

DR, WLLIAVBON. Well, | think it's a

| egiti mate question that Lynne raises. | think,
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t hough, I'mbasically a therapy physicist. | don't
know t he details of nuclear medicine certification
and progranms. So | think that this is a nmuch better
guestion for our representatives on the nuclear
medi ci ne side of the table to opine on.

DR. EGA.l: | nean, basically there are
a limted nunber of certifications that effect
nucl ear nedicine. There is American Board of
Nucl ear Medicine, there is the Canadi an equival ent,
which is the Royal College of Surgeons, there's an
osteopat hic equivalent. And that's straight nuclear
medi ci ne.

| think what Lynne was addressing was
di agnosti c radi ol ogy. But again, in diagnostic
radi ol ogy, there's the Anerican Board of Radi ol ogy
certificate in diagnostic radiology. There is the
certification in diagnostic radiology for the Royal
Col | ege of Physicians and Surgeons.

M5. FAI ROBENT: Right.

DR EGGE.l: And there's also a
certification in diagnostic radiology for the post
graduate training of the American Osteopathic
Associ ati on.

So | think if diagnostic radiology is

|isted, then the only issue is to go backwards to
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deal with the historical titles which have changed.
And, again, | think the issue raised was maybe the
grandf at hering process takes care of that. And if
t he person hasn't practices in atine frane that's
old, they may have to retrain anyway.

DR BROSEUS: Dr. Cerqueira?

DR WLLIAMSON: That's correct.

DR BROSEUS: Dr. Cerqueira, there's a
hand rai sed here by Roger Broseus. My | be
recogni zed?

DR CERQUEI RA:  Yes.

DR BROSEUS: One of the things that we
tried to do when we were witing the proposed rule
is to be |l ess specific and use | anguage that was
nonprescriptive and general enough that would
capture different areas.

And so the idea that | have is it
sufficient, and this is a target maybe that |'m
throwi ng up, to say radiation therapy and not say
radi ol ogy and radi ati on oncol ogy and a whol e bunch
of qualifiers that limts things overly? 1Is it
sufficient to say that?

DR WLLIAMSON: Well, remenber that
what has to be qualified in this paragraph (1)(a) is

not the nane of the certification and not really the
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specialty that the practitioner is in, but it's the
resi dency experience that you do have to delineate.

DR BROSEUS: Gkay. Thank you.

M5. FAI ROBENT: Right.

DR. WLLIAVBON. So that's the key
issue. So it's basically, you know, who approves
resi dency prograns for radiol ogy and nucl ear
medi cine, and within the 7 year tine frane are there
any ones that are left out?

| do think the argunent that if they're
nore than 7 years old, it should be a nonissue.

DR. MALMUD: May | go back to a very
concrete issue, and I'Il try and reread section (b)
line (1) again? About to successfully conplete
ACGVE board certification or equival ent
certification by the Canadian, British or
Osteopathic Board for residence training in
radi ati on oncol ogy or nucl ear nedicine training
program or a programin a nedical specialty that
i ncludes the 700 hours of training experience as
descri bed.

Now, it is true that ones that argue
that an unrelated field may say it's related, but
they would still have to docunent the 700 hours.

DR. WLLI AMSON: Maybe it's better to

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

43

have sone sort of an out for a new programthat

m ght cone along. | nean maybe, who knows,

urol ogists of the future will find radionuclide

t herapy beconmes a central nodality in their field
and --

DR. MALMUD: Well, they have qualifi ed.

DR WLLIAMSON: Yes. And then this
provides then if they can show that it does have
this ampunt of activity, 700 hours, then they could
qualify.

DR. GOLDBERG | think --

DR. MALMUD: Excuse ne, but what |
wanted to say is that if they are urol ogi sts and
t hey are ACGWE approved, and they can docunent that
t hey' ve had 700 hours, they will qualify under this
hypot hetical in the future.

DR. WLLIAMSON: Okay. | think so. But
you know the intent was to not have the nucl ear
medi ci ne radi ol ogy or radiation oncol ogy prograns
have to have -- live up to the letter of paragraph
(b).

DR. MALMUD: The nucl ear nedici ne
resi dence training prograns exceed the 700 hours of
t r ai ni ng.

MR. McBURNEY: Right.
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DR. MALMJUD: So the nucl ear nedicine

prograns are not threatened by it. Wat we were
concerned about as practicing or forner nuclear
medi ci ne physicians is NRC not becone prescriptive
i n demandi ng training requirenents for board
certifications, since that is a board certification
i ssue and not an NRC i ssue by tradition.

DR WLLIAMSON: Right. | think that's
a reasonabl e point.

So | think your |anguage with the
exception of maybe adding in radiol ogy would be a
poi nt appropri ate.

DR. CERQUEIRA: Is that a notion, Jeff?

DR. WLLIAVMSON: Yes. | guess with the
additi on of diagnostic radiology, |I nove that we
accept Dr. Ml nmud' s rephrasing of paragraph (a)(1).

DR. CERQUEIRA: Do | have a second?

M5. SCHWARZ: | second the notion.

DR. CERQUEI RA: Ckay. And any further
di scussi on?

MR. LIETG | thought Dr. WMl nud's,
correct me if I'"'mwong, | thought you were say was
B as in boy (1) that you were rephrasing?

DR. WLLIAMSON: No. No. Successfully

conpl ete a residency training program approved by
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t he Residency Review Committee of the ACGVE or Roya
Col | ege of Physicians and Surgeons of Canada or the
Ost eopathic one in radiation therapy, nuclear
medi ci ne or diagnostic radiology. Period. | think
you have to say, and then or in any related medical
specialty that includes the 700 hours of training
and experience as described in paragraph (b) of this
secti on.

MR. McBURNEY: There you go.

DR. WLLIAVMSON: So that's a separate
sent ence.

DR. MALMJUD: That is correct, Dr.
W I lianson.

DR. WLLIAVMSON: So that's how he has

stated it, | think.

Yes?

MR McBURNEY: | think that will work
because their certification still has to include it

to be accepted item (2) as well.

DR WLLIAVSON: That's correct. So
item(2) then, (a)(2) is: "Pass an exam nation,"
whi ch basically then Iists these things in a nore
sort of generic fashion.

MR. McBURNEY: Right. To be accepted as

the board --
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DR, WLLIAMSON: | should say, in a |less

descriptive fashion kind of lists all the things
that are covered in a very prescriptive fashion in
par agraph (1) (b).

DR. MALMUD: That is correct. | did
want to specifically ask M. Eggli as a practitioner
of nucl ear medici ne whether he's in agreenent with
t hi s?

DR EGGELI: Yes, | am

DR. VETTER. | have a question. The
resi dency programin diagnostic radiol ogy, does it
currently include radiati on therapy using unseal ed
radi oactive material s?

DR. MALMUD: The answer to your question
m ght cone best froma nmenber of the ABR, but ny
understanding is that in the past and even into the
future no fewer than 3 nonths woul d have been
required. |Is that correct?

DR VETTER Well, | think their
rotation through nuclear medicine is changing to
three nonths. | think that is correct.

DR, MALMJD:  Yes.

DR VETTER Now wi Il that include al
of these therapies?

DR. WLLIAVSON: Well if it doesn't,
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they' Il fail to qualify on part (c) then. Ckay.
Remenber (a) or (b) and (c). So if the individual
does not actually have the 12 cases of docunented
and supervi sed experience, that individual won't.
But if any radiol ogist who presents their board
certification certificate in evidence of a preceptor
statenment and the 12 cases, will then a AU.

DR. MALMUD: At our institution, which
is not meant to be a tenplate for the country, we
are requiring that the residents docunent and keep a
record of the specific cases with which they were
i nvol ved in order to neet the requirenent.

DR EGGEI: W do exactly the sane thing
with radi ol ogy residents. W provide in diagnostic
radi ol ogy residency all this subpart (b)
requirements. And then it's up to the individual to
determ ne whether they want to garner all the
necessary cases to denonstrate the direct case
rel ated experience in subpart (c).

And so | think that the statenent is
correct that you need that subpart (c) experience as
well, and that's where different radi ol ogy residents
within a residency program choose whether or not to
participate in the unseal ed source therapies.

MS. FAIROBENT: Dr. Vetter, that's ny

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

48

under standi ng from ny di scussion with the nucl ear
medi ci ne board trustees fromthe American Board of
Radi ol ogy as to what the diagnostic radiol ogists
are, pardon the pun, exposed to during their nuc ned
rotation. And | do think that you need a

preposition between (a)(1l) and (a)(2), Jeff, in your

draft. You did not have an "and," and | believe
t hat you nean paragraph (a)(1) and (a)(2) to reply.

DR WLLIAMSON: That is correct.

M5. FAIROBENT: GCkay. So | think you
are mssing an "and" there.

DR WLLIAVMSON: Well, I'man anmateur
rule witer.

DR CERQUEIRA: A little qualification
It's 3 nmonths of nucl ear nedicine now

M5. FAI ROBENT: That is what they're
goi ng down to, which is roughly the 700 hours.

DR. CERQUEI RA: Ckay. Three nonths of

nucl ear nedicine total for everything. Ckay.

Al'l right. Any further discussion on

t hi s?

DR VETTER I|I'msatisfied with that
answer. | think that takes care of the concern
had about -- | was a little concerned that the 3

nont hs resi dency woul d not include these therapies
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but, in fact, if a resident wants to include them
he sinply has to make arrangenments to include them

M5. FAI ROBENT: And provide the
docunent ati on.

DR CERQUEI RA: And provide the
docunent ati on.

DR VETTER Right. Yes. | think that's
reasonabl e.

DR. CERQUEI RA: Shall we call the

guesti on?
Al'l in favor of the notion by Jeff.
ALL: Aye.
DR. CERQUEI RA: Opposed? So it's
passed.

Al right. W've spent 56 m nutes on
this one item

DR BROSEUS: There's a virtual hand
here from Roger Broseus.

One of the questions that the Conm ssion
directed us to ask when we published the proposed
rul e, are the changes being proposed adequate -- |'m
going to paraphrase -- to protect health and safety?
And | personally feel that it would be useful to
make sure that | understand for the record of these

del i berations the ACMJ people who are speaking, the
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menbers of the Commttee feel that there is adequate
heal th and safety protection built into the training
prograns, the certification prograns, the residency
progranms that AUs are getting sufficient training as
well as being tested on this. That would be a
useful sort of thing to discuss very briefly for the
record, | believe.

DR. MALMUD: The 700 hours is adequate
frommy perspective. The testing, of course, is
variable frominstitution to institution but is
consistent at the tinme of sitting for the boards.

DR NAG | think while we were
di scussing all this, we were keeping in our m nds
about the safety and the training be enough. So I
think I'"m satisfied.

M5. SCHWARZ: | do have one question
about the training. Jeff had raised it earlier. |
don't know that it's an issue, but it mght be
something is to take off (H) under the training
section.

DR. BROSEUS: Who is speaking, please?

M5. SCHWARZ: Sally Schwar z.

MR ESSIG Sally, this is Tom Essi g.

The only thing that | know our previous

di scussi on focused on generators for technetium 99m
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but then we were wondering if there aren't other
generators that mght come into play, and even those
that nay be tagged sone ot her compounds, sone ot her
r adi ol abel ed conpounds that may be other than

di agnosti c.

| was only raising it because that (H)
may be broader than just the normal technetium 99m
generators.

DR MALMUD: Sally?

M5. SCHWARZ:  Yes.

DR. MALMUD: May | address the issue?
agree that it's a technique which is not used in
many departnents today. However, with the future
bei ng uncertain as to what will be com ng down the
pi ke, including other generators, it is practical to
send the resident for several sessions to a
r adi ophar macy house to witness and participate in
t he experience of eluding a generator for those the
departments that now receive unit doses and don't
have resi dent generators any | onger.

It is sonmething which few of us have
done since our years of training, but I think the
experience will resonate in our mnds as to what we
did and by participating in it at the tine.

MR LIETG | would like to support
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Sally on renmoving that section (H) fromthe
radi opharmaceuti cal therapy training and experience.
If I need to make a notion, | wll.

My reasoning is that the generators are
nore inportant for the training experience for
di agnostic and i magining uses. And really | think,
at least the inpression | got also fromJeff, was
that really is not apropos for radiation oncol ogy.
And | think that is the section that it's under.

M5. SCHWARZ: Excuse nme. | just wanted
to nmention, | do agree that there are generators in
the pipeline essentially for therapeutics. But they
are nuch different in terms of operational capacity
than -- not nmuch different, they are different.

But | think that the focus on the
training is really the coment on safety issues,
seens better addressed time w se not necessarily
i nvol ve eluting generators, but | nean | think that
bel ongs i n diagnostic.

That was ny thought.

DR WLLIAMSON: Yes. | agree, too.
think that if we were to put such a requirenent in
there, it nust be made much nore generic and sonmehow
refer to appropriate packagi ng and preparation of

t he radi onucl i des.
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M5. SCHWARZ: Right.

DR WLLIAMSON: Rather than -- this is
sort of -- you know, really obsolete sort of
requirement and | agree with Sally. | think the
time could be better spent in didactic or practical
training with real radioactive drug preparation.

DR CERQUEIRA: | support those conments
as well. But |I think do we need a notion to renove
it?

DR, WLLIAVSON: Well, maybe we coul d
amend the notion that we have on the floor, which is

essentially to renove what is called paragraph

(b) (2) (H).

DR. MALMUD: | have a question for
Eggli .
Eggli, do you agree with removing it?
DR, EGA.Il: Yes. | really think that the
generator stuff is -- and we still use generators in

ny practice. That's 200 series and at the current
time there's certainly nothing in 300. And I think
it mght be appropriate, as Dr. WIIlianmson
suggested, to nodify the statenent to include a
training in the preparation that's appropriate for
t he therapeutic radi opharnaceuticals.

DR MALMJUD: Ch, it's covered under
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(2)(c). (2)(C says: "Calculating, neasuring and
safely preparing patient or human research subject
dosages.” So | think that covers it.

DR EGAIl: Yes, | think you're right,

Jeff.
So | fully agree with renmoving (H)
That's a 200 issue.

DR. MALMUD: | renpove ny objection.

DR, WLLI AMSON: Ckay.

So then if it's renoved, so perhaps --

DR. HOAE: You have a virtual hand

raise.

DR MALMUD: -- would be hel pful if |

may sunmari ze what the regul ati on now says. So (a)
says it's certified by a nedical specialty board
whose certification process has been recogni zed by
t he Commi ssion or an Agreenent State. To be
recogni zed, a specialty board shall require al
candi dates for certification to:

(1) Successfully conplete a
residency training programin
radi ati on therapy, nuclear
medi ci ne or diagnhostic
radi ol ogy approved by the

Resi dency Review Committee of
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t he ACGVE, Royal College of

Physi ci ans and Sur geons of
Canada or the Committee on
Post - G aduat e Trai ning of the
Anerican Osteopathic

Associ ation; or alternatively
a residency training program
in arelated nedical specialty
t hat includes 700 hours of
training and experience as
descri bed in paragraph (b) of
this section, and" and then

(a)(2) is unnodified.

And then paragraph (b) is unnodified

with the exception of deleting paragraph (2)(H).

And otherwise it reads as | have witten

it. So |l think that's the notion.

hi stori cal .

DR.

T 3 3

CERQUEI RA:  Ckay.
HONE: Dr. Cerqueira?

CERQUEI RA:  Yes.

This is just kind of an

think (H was put in there by the

group that wote the rule so that it was clear that

t he 35.300 physicians had training and experience in

preparing radi opharmaceuticals and therefore could

(202) 234-4433
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be recogni zed as soneone that could prepare

radi ophar macueti cal s under 100 or 200. Because the
old Part 35, the 300 physicians were specifically
excl uded from preparing radi opharmaceutical s because
their training was only 80 hours.

So | don't know how that's going to fit
into your elimnation of (H).

DR. CERQUEI RA: Jeff, do you care to
conment ?

DR WLLIAVMSON: | would prefer to defer
to those with nore experti se.

"1l only say that, you know, it seens
that the specific technical requirenent is really
irrelevant to the nodern practice of
r adi ophar maceuti cal therapy.

DR HOAE: | don't think --

DR WLLIAMSON: And the staff should
per haps cone back with a nore up to date phraseol ogy
or requirenent that captures their concern.

DR. CERQUEI RA: Donna- Bet h?

DR HOAE: | think one other point was I
don't think (H was specifically for the technetium
99m generators. | think they were tal king about the
ot her generators that were com ng down the line for

t her apy.
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MR LIETG No. That's just taken right

out of the old requirement. There was, | don't
t hi nk, anything to do with -- it's nice that you
woul d think that we had all this future foresight,
but that wasn't really the intention. This was just
a rephraseol ogy of the old requirenents.

DR WLLIAMSON: | don't think that the
word generator is appropriate for the way, you know,

even fairly conpl ex preparations are done.

M5. SCHWARZ: | agree with that.
DR WLLIAMSON: | nean, it makes no
sense. It refers specifically to a nother/daughter

radi oacti ve decay manufacturing process, as |
understand it.

DR CERQUElI RA: Does anyone support
keepi ng that |anguage in there fromthe Commttee?

DR EGGE.l: | do not support keeping the
| anguage in there.

M5. SCHWARZ: | don't think it's
necessary at this part of --

MR. McBURNEY: |If there's a concern
about that they know how to actually neasure and
test for the purity and the nuclides neasurenents
and safety prepare the dosage, if taking out age is

a concern to staff, maybe if they could nodify (c)
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to include whatever concerns were there.

DR. WLLIAMSON: But I'mtrying to think
of the radioactive, the radi opharmaceuticals |'ve
had contact with in radiation therapy. |If there's
any where, you know, where there was a purity test
that's part of the state of practice?

M5. SCHWARZ: Currently there aren't any
that are avail abl e.

DR. WLLIAMSON: Yes. So any it's too
specul ative a requirenent.

MR, McBURNEY: Ckay.

DR, WLLIAVSON: | nmean, I'mtrying to
think. And | certainly haven't had the broadest
experience, but we did use seven or eight
radi onucl i de preparations.

MR. McBURNEY: And the tagged anti bodies
are not --

M5. SCHWARZ: Typically it's iodinated
anti bodi es and the iodine is not produced as part of
t he generator system

MR. McBURNEY: Right.

M5. SCHWARZ: So, | nean, yttrium those
are not avail able as generator products
radi onucl i des.

DR. EGA.l: Not only is a throwback to
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technetium generator, but it's a throwback to the

early day of technetium generators when there was an

i ssue with radiochem cal purity of what cane off the

silica colum. And, again, even with nodern

generators, that's al nbst never a problem W teach

our residents about it for historic interest only.
M5. SCHWARZ: And really the wording

here is and processing elute with kits to prepare

| abel ed radioactive drugs. And | really don't
think it will be useful in therapy at this point in
time.

DR. CERQUEIRA: | think you've got the

sense of the Committee that there is not nuch
support for keeping this here and for their reasons.
Gven the time, | suggest we call the question with
Jeff's new proposal

MR. ESSIG Call the question. Go ahead.

DR, CERQUEIRA: Al in favor?

ALL: Aye.

DR. CERQUEI RA: Opposed? Anyone
abst ai ni ng?

Ckay.

M5. WLLIAMSON: Dr. Cerqueira?

DR CERQUEI RA:  Yes.

MS. WLLIAVSON: There's going to be a
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phant om person named Mary-Beth on the transcri pt

now.
MR. McBURNEY: Donna- Bet h.
DR. CERQUEIRA: Ch, I"'msorry. |'ve
done that before. Ckay. Sorry, Donna- Bet h.
DR, WLLIAVMBON: kay. | have edited

this docunent, so | will send it forward then so the
staff has sonething to -- and the Conmttee nenbers
to ook at to determi ne whether this is -- it keeps
a detailed record of what we voted on.

DR. CERQUEI RA: Ckay. That's good.

MR. ZELAC. Dr. Cerqueira?

DR CERQUEI RA:  Yes?

MR ZELAC. This is Ronald Zelac. Could
| just interject for the previous fromthe Advisory
Conm ttee about the fallout of taking out the
generator elution aspects of the 390 requirenents.
Currently, as Donna-Beth pointed out, one can becone
an authorized user after 290 if in fact they are
aut hori zed user under 390.

And |'ve heard several statements to the
effect that although it's not as normal these days
or as prevalent, there is still some aspects of
generator elution that's inportant for diagnostic

wor K.
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So what I'mreally saying is that the
fallout of renoving the elution requirements of 390
is going to put into question the ability for
someone who i s recogni zed under 390 now be
recogni zed as an aut hori zed user under 290 if
generator elution still has rel evance for diagnostic
work. 1'd just like sonme feedback if possible from
the Cormittee on this issue, which is a secondary
i ssue to the one that's just been discussed.

DR. CERQUEIRA: Well, | guess one way to
phrase that is should it be taken out of 2907
What's the Committee's feeling on that?

MS. SCHWARZ:  No.

DR. CERQUEI RA: Sally says no. Ckay.

M5. SCHWARZ: Well, no. |I'mthinking
about that statement, actually.

And as far as taking it out of 390, |
mean if it's an historical problem maybe it just
needs to be reworded.

DR. WLLIAVSON: Well, now are you
speaking with respect to 290 or 390, Sally?

M5. SCHWARZ: Well, I'mtrying to see
what ki nd of confusion he's tal king about peopl e not
being able to be licensed in 290.

DR. WLLIAVSON: Well, the issue is that
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now apparently somebody who qualifies for 300 can
automatically qualify for 200, which is imagining
with |ocalization.

MR ZELAC. That's correct.

DR, WLLIAMSON: That's the way it's
structured now. | guess that's a question | would
have to defer to the nucl ear nedicine conmunity on.

DR. VETTER. | think we have just
created an inconsistency between 390 and 290.

DR, WLLIAVBON: Well, not necessarily.
| mean, the localization and inmagining could
potentially pose different safety --

DR. BROSEUS: Onh, it's true. It does. It
does. But if we require that anyone authorized under
290 -- or that the training authorized for 200 under
290 -- the training requires eluting generator
systens, then why would we all ow anyone el se to be
aut hori zed under 200 who hasn't had that training.

MR. LIETG Wul d going back to that
subitem (c) under part (b)(2) would in guidance
space could we say that cal cul ati ng nmeasuring and
"safely preparing patient or human research subject
dosages nust involve the elution process of
nmeasuring and preparing.”

M5. CHI DAKEL: And froma | ega
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standpoint we can't nake any requirenents in the
suppl ementary information that are not in the rule.
W cannot say any "nusts" unless they' re supported
t he regul ations.

MR LIETG No. Wuat I'mjust saying is
that safety preparing dosages in gui dance space
woul d be described as including eluting and
preparing dosages from a generator.

DR WLLIAMSON: | think that that's
unreasonable. W' ve just said that for 300 uses,
that's not a reasonable requirenent. So | think the
guestion is now if sone proaction of the community
that, say, a radiation oncol ogi st mght be a good
exanple. So are there any radiation oncol ogi sts who
are going to be disenfranchi sed by virtue of doing
radi o oncol ogy rather than say passing the exam ne
and doing 12 cases, and then they' re going to be
unhappy that they can't do nucl ear nedi cal
| ocal i zati on and i magi ni ng because their program
didn't including eluting a generator?

This is really the issue, | guess. Maybe
there are other exanples that perhaps Dr. Zelac can
gi ve.

DR BROSEUS: The relevant itemin

35.290 includes requirenents in 35.390. And one
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could fix the problemat issue by saying 390 and

i ncorporating in this paragraph by reference 290(Q)
whi ch includes eluting generator systens appropriate
bl ah, bl ah, bl ah.

DR. WLLIAMSON: So 290 basically refers
to the 390 paragraph (b)(1), is that correct.

DR BROSEUS: That's correct.

DR WLLIAMSON: Onh, | didn't realize
t hat .

DR BROSEUS: It refers to 390. And if
one incorporates a back reference to the experience
-- the work experience eluting generators in 35.290,
| believe that would fix your problem

DR CERQUEI RA: Jeff, are you in
agreement that it woul d?

DR WLLIAMSON: | guess so. Yes. |
nmean, I'ma little out of nmy area here. | haven't
actually read the 290 one for a long tine.

DR. CERQUEIRA: Dr. Eggli, would that be

acceptabl e? Wuld it solve the probl enf

DR. MALMJUD: | think that it woul d.
DR VETTER | think it would al so.
M5. FAIROBENT: Dr. Cerqueira. | just

want to be sure | kept the right tie from Roger.

Roger, you suggesting then under
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35.290(b) to add a statement? As currently witten
it is "As an authorized user under section 35.390,
or, before Cctober 24, 2000, section 35.920 or a
group equivalent --"

DR BROSEUS: No.

M5. FAI ROBENT: --"and" paragraph and
then it was would be (c)(1)(ii)(GCH?

DR BROSEUS: | was referring to the
| ast paragraph in 35.290. W mght have to go back
and | ook at paragraph (G al so.

| think that for the purposes of our
rule witing, if the ACMJ were to indicate that by
way of notion that this is their intent that we
could I ook at the rule | anguage and adjust it
appropriately to make sure that the inclusion of
35.390 authorized users with experience eluting
generation systens as enunerated in 35.290 now woul d
qualify them

DR WLLIAMSON: Yes. Here's what it
says under 290 now, as | understand it. |Is that
except as provided in the -- the licensee shall
requi re authorized user of byproduct material for
35.200 to be a physician who is certified by a
medi cal specialty board or (b) is an authorized user

of 35.390 or equival ent Agreement Statenent
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requi rements or (c)(1) has conpleted 700 hours of

traini ng.
That's the one you're concerned about?
DR BROSEUS: Well, it's in two

| ocations. |n paragraph (b) and in paragraph

(c)(2).

M5. FAI ROBENT: Yes. Roger, under
paragraph (c)(2) | say where you're at. | think that
the incorporation by the reference to paragraph
(c)(1)(ii)(Q is going to have to go into both
places if that's what ACMJ is requiring. Because |
t hi nk you're going to have to have a preceptor
aut hori zed user from 390 be sonebody who has the
experience with eluting the generator.

So | think you've got to look at it at
both places. That's why | was asking for where you
were sticking it, because | was | ooking at the other
pl ace.

DR. BROSEUS: Thank you.

M5. FAI ROBENT: You're wel cone.

DR CERQUEIRA: Al right. So, Jeff,
where do you go with this next?

DR. WLLI AMSON: Okay. Are we through
with this or -- well, this seens awmfully

conmplicated. And since even for nucl ear nedicine
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i magi ni ng, doubts have been rai sed about the

rel evance of this requirenments. Maybe the nucl ear
medi ci ne representative should consider a proposal
to strike it from 35. 200.

DR EGGE.l: Although there are fewer
now, there are still processes which use generators,
including mne. So l'mreluctant to strike it from
t he 200 series.

M5. SCHWARZ: | agree. It should not be
struck fromthe 200 series for certain. |'mjust
concerned now that having it taken it out of 390,
that it's a bigger problemthan it sol ved.

DR. CERQUEI RA: And fromthe perspective
of the nuclear cardiologists, nearly all of the new
unit dose pharmaci es which really generators are
usual ly not part of the normal practice setup. So
for that group it is not a big requirenent.
Currently nost of themw Il go a radi opharmacy and
spend some tinme there, you know, getting the
exposure. But in their daily practices, it's not
somet hi ng that they have to do.

DR. MALMUD: W agree it's sonething
they don't have to do, but we certainly believe that
it is sonething that should remain with the 200, do

we?
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M5. SCHWARZ: Yes, | agree.

MR. McBURNEY: | agree that it needs to
stay as part of the training in 200. The old
generator type, the technetiumor the new one com ng
on board and a lot of facilities still use them

DR MALMUD: Right.

DR CERQUEIRA: Ckay. Then that's fine.

W shoul d probably nove on

Now, Tom |let ne get some clarification.
What's the duration of the conference call? this
t hing could go on forever?

MR ESSIG Until 3:00 p.m eastern. So
anot her 40 m nutes.

DR CERQUEIRA: Ckay. All right.

So what's the next itemon the agenda
that you would Iike our input on?

MR. ESSIG Roger needed to raise one
guesti on.

DR. BROSEUS: Dr. Cerqueira, was there a
notion fromthe Comrittee on the issue of eluting
generators?

DR. CERQUEIRA: | don't think there was
a notion. There was general agreenent that it should
be kept in 200, and we have -- and essentially we

were just the 390. Do we need a notion on it? O |
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t hi nk you've got the feeling on the Commttee. | was
the only one who had any sort of objection, and
nobody el se supported it. So | think there's pretty
much uni f orm agr eenent .

M5. WLLIAMSON: So you're saying there
is anotion to elimnate an (H)?

DR. WLLI AMSON: Yes, we've passed a
notion to elimnate H from 35. 390.

DR BROSEUS: | understand that the
remai ni ng question was for nucl ear nedicine
physicians to be qualifying under 390 if the
striking from 390 of that paragraph (H), if that's
still is a problemthat needs to be addressed in the
final rule.

DR VETTER | have a nmotion. Be it
resol ved that the ACMJ w shes to include under 200
the requirenent that any authorized user who
qgual i fi es must have had experience in eluting
generators. End of notion. And then the NRC can
put in whatever words are necessary to acconplish
t hat .

DR. CERQUEI RA: So do we have a second
on the notion?

DR WLLI AMSON: Second.

DR. CERQUEI RA: Ckay. Further
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di scussion? There being on, | call the question.
Al in favor?

ALL:  Yes.

DR. CERQUEI RA: (Opposed? Ckay. So that
passed And it's an official notion.

DR. BROSEUS: Thank you.

DR. CERQUEI RA: So what next?

MR ESSIG Yes. The only other item
that we had on the agenda was to briefly discuss the
Dose Reconstruction Subcommittee efforts and
basically a status report where they are. this is
in conjunction with the St. Joseph Mercy Hospit al
dose reconstruction.

Ri ght now we're marching toward a
m | estone of having the Subconmttee conplete its
effort and provide a report by March 30th to the
full Conmittee. | should say not |ater than March
30th, to clarify that. And then the full Commttee
not later than April 9th provide its report which
consi dered the Subconmttee's report to the staff so
that we can act on it and replay to the incom ng
letter fromthe Society of Nuclear Medicine
Presi dent.

So at this tinme it mght be appropriate

for Dr. Malnmud to provide us a status of the
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Subconmmittee efforts and if he is on track to
getting a report to the full Commttee by March
30t h.

DR, MALMUD: Thank you.

| have sent a neno to Dr. WIIlianmson and
copied it to the other nenbers of the Conmttee.
And | invited comments fromthe nenbers of the
Conmittee regarding the neno. | hope that all the
menbers of the Subconmttee on the call now did
receive did receive ny neno and al so Dr.
Wl lianson's response to it, and Dr. Nag's coment.

ALL:  Yes.

DR. MALMUD: Ckay. And so it |ooks as
if, and I then sent a follow up note to Dr.
W I lianson indicating that |I appreciated his

comments and additions or deletions in both cases,

to ny recoormendation. And if | may, I'll read the
meno as anmended by Dr. WIlianson's comments. |Is
t hat okay?

DR NAG Is that the one from March

17t h?

DR WLLI AMSON: As anended earlier
t oday.

DR. MALMUD: Yes. As anended earlier
today. And in the chaos of this neeting, | |ost
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that meno. Hold on a second. | had it right in
front of ne at the beginning of this call.

It begins with the follow ng: "The
cal cul ations derived by Dr. WIIlianmson estimte the
range of radiation exposure to the patient's
daughter, a "nenber of the public" to be forward to
diagramin a best case-worst case scenario. The
nmet hodol ogy is summari zed in the slides presented by
Dr. WIlianmson but does not include an additional
radi ati on burden fromthe urine bag, whose radiation
burden was presuned not to be additive.

Even at the | owest estinmate, that is the
best case, of 4 remthe radiation burden exceeded
the 100 rem al | owed.

Paragraph two: The calculations of 4 to
9 remthat Dr. WIllianson submtted to the
Subconmittee of the ACMJ would mean that the NRC
Regi onal office overestimated the exposure to the
daughter by 3.75 to 1.67 tinmes Dr. WIllianmson's
cal cul ati ons.

Par agraph three: The reasons for the
differences in the estimated radi ati on burden has to
do with the assunptions of the tinme and di stance of
exposure of the daughter to the patient.

Par agraph four."
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DR NAG | hear a lot of wind or sone
other noise. |Is that the sane for everybody?
ALL: Yes.

DR. MALMUD: It sounds |ike sonebody's
breathing really heavily. Breathing heavily into
our phone. | didn't mean the call to be anything
but serious business.

VW& now nove to paragraph nunber four
"There was agreenment anong nenbers of the Conmittee
that the cal cul ations performed by the regi onal
of fice of the NRC which produced a radiation burden
of 15 remwere overly conservative because they
assuned extended cl ose contact between the patient
and the daughter at an unrealistically close
di stance and ignored the use of |ocal shielding.
More specifically, the use of Monte Carlo sinmulation
to reconstruct the bedsi de neasurenent di stance cane
up with an unrealistically short distance for mean
patient center-to-daughter surface distance.”

"Il reread that: "The use of Monte
Carlo sinmulation to reconstruct the bedside
measur enent di stance canme up with an unrealistically
short distance for nean patient center-to-daughter
surface distance. And the use of continuous decay

woul d | ower the dose estimate by about 10 percent.
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Most inportantly, the license post-

i nci dent interviewers and dose reconstruction |ead
to a different scenario regarding the use of body
shi el ds and daughter dwell tinme distribution than
that derived fromthe Region IIl interview The
Subcommittee strongly feels that these differences
shoul d have been outlined in the inspection report
and used to define | ower and upper exposure bounds."
I n other words, a range.

Par agraph five: "Perhaps pronpt
cont enpor aneous notification to the NRC regi ona
office of the unwillingness of a nenber of the
public to conply with the directions of the RSO
woul d have had the desirable effect of assisting in
t he better documentation of the event.

Par agraph six: A concern of the
conmttee is how such a simlar situation in the
future mght be handled in a nore optimal matter for
both the public and the Iicensee. Therefore, the
Subconmi ttee recommends that the ACMJ recomrend to
t he NRC one of several options:”

First one: "That the NRC devel op an
i nformati on notice regardi ng contenporaneous
notification of the regional NRC office of

nonconpl i ance by a nenber of the public despite the
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best effort and advice of the |licensee.”

Second bull et --

DR. WLLIAVEON. Well, there is an
addition | nade there.

DR. MALMUD: Onh, I'msorry. "That the
I N shoul d sumrari ze all avail abl e gui dance on
exposure limts and |licensee options when a famly
insists on attending a radioactive patient."

DR WLLIAMSON: | neant to say "famly
menber . "

DR. MALMUD: Al right. "That the IN
shoul d summari ze all avail abl e gui dance on exposure
limts and |icensee options when a fam |y nenber
insists on attending a radioactive patient."” And
the word "nenber” will be inserted between "famly"
and "insists."

Next bullet: "That a nodification
process be devel oped by the NRC to allow the
enforcenent policy to grant exenptions based on
humani t ari an grounds, thus when a |icensee after
havi ng made a best effort to informand enforce the
regul ations is unable to do so (such as for
humani tari an reasons), that the |licensee m ght have
recourse in collaboration with the NRC for dealing

with the issue and without unduly alarm ng a nenber
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of the public regarding the consequences of
exceedi ng the all owabl e radi ati on burden when
exceeding the limt is deened not to have serious
nmedi cal consequences.” |In other words, we renmain
concerned about the psychol ogi cal well being of the
public as well as its physical well being by unduly
maki ng t hem anxi ous.

That is the recommendati on of the nmenber
of the ACMJl Subconmittee which was circulated. The
conmments of Dr. WIIlianmson were then incorporated.
And those of you who have received his comments,
will see the gray lining in addition to the text
that | sent to him

And we present that to the Subcommttee
for its recommendation to the Commttee.

So, if I my, | will present as a notion
of the Subcommittee. May | do that.

DR NAG Yes.

DR, MALMJD:  Yes.

DR. NAG One thing. D d you want to
just briefly nention what | had -- the comrent |
made about having a sighature something akin to a
patient going out on their own w Il agai nst nedica
advi ce?

DR. MALMUD:. Yes. Did you all receive a
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copy of Dr. Nag's nenpn?

M5. SCHWARZ: Yes, | did.

DR. MALMUD: Al right. | only heard
one yes, so let me read it to you if I may. |It's
dated March 17th and it was emailed to ne.

"l am not a nenber of the Subconmittee,
however one suggestion regarding item six reproduced
belowis to treat the matter simlar to the way we
treat patients who | eave the hospital against
medi cal advice. | suggest that the |icensee have the
patient's relatives sign a formindicating that they
have been warned that the tinme spent in proximty to
the radioactive patient is likely to exceed the
amount perm ssi bl e under current regul ations, that
they are voluntarily exceeding the permssible
anount agai nst nedi cal advi ce.

W may have to design a suitable formto
paraphrase this in sinple | anguage. This could be
placed in the patient's chart."

MR. McBURNEY: Excuse me. |I'mgoing to
need to | eave for another conference call. Thanks.

DR. MALMUD: kay. Thank you, Dr.

McBur ney.
DR VETTER  \What happens when the

patient's relatives refuses to sign. Could we
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acconplish the sanme thing by sinply dictating a note
in the chart that the patient has el oped, and prior
to that of course during patient instructions they
were given this information?

DR NAG Yes. Basically like a patient
who is a hardship risk who we ask themto sign, but
if they don't sign, we cannot tie them down.

DR. VETTER Right.

DR NAG If a patient |eaves the
hospital, we say this is what we told them

DR. VETTER Right.

DR NAG Simlar thing.

DR. VETTER  kay.

DR MALMUD: Any ot her discussion of
this reconmendation by Dr. Nag?

DR, VETTER | think it's a good
characteristic or a good concept to tie into the
Conmttee's report. |I'mnot exactly sure about the
wor ds, but the concept | think is good.

M5. SCHWARZ: | do agree with that.

DR. MALMUD: Any ot her conments
regarding the spirit of the paragraph, though we'd
have to refine the words a bit?

DR EGAl: | agree with it

conceptual | y.
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DR MALMUD: So, Dr. Nag, shall we

accept that as a notion?

DR. NAG Yes, | think we can make that
a notion and make the comment part of the
Subconmittee report. Because this will be dispersed
in the whole Comm ttee and, you know, this can be
added, this paragraph would be nodified. 1'Il |eave
it to you to nodify it and add it as part of the
amended Subcommittee report.

DR. MALMUD: Dr. WIlianson, did | hear
you getting ready to say sonething?

DR. WLLIAMSON: Onh, no, | agree with
that. |'mwondering, though, whether this report
fulfills conpletely our mandate. You know, |
t hought we had three mission. One mssion was to
review M. Marcus' and Siegel's letter and the NRC
dose cal cul ati on for being overly conservati ve,
etcetera.

DR. MALMUD: We did that.

DR. WLLIAVSON:  Whiich, we did. kay.
The third one was to nmake reconmendati ons about the
future nanagenent of patient's relatives who insist
on being present with their relatives and receiving
nore than the 100 or 500 nR exposure limt they are

al | owed.
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And the second one, which | don't think

we' ve done, was actually to give sone nore genera
advise to the NRCto followin future dose
reconstruction efforts so that, you know, scientific
credibility or loss of confidence doesn't occur
agai n.

DR. NAG And | think -- because you
have to inject the feature there should be m ni num
and maxi mum and | egal range rather than one and two
say that the NRC should -- you know, real-case
scenari o rather than being overly conservative. You
did nention all those points in your letter that I
saw.

DR, WLLIAVSON: Yes, in nmy letter that
| saw, they're not -- you know. It just m ght be
necessary to sumuarize them as a separate set of
bullets in our final report.

DR NAG Yes, | think | agree with
that. | think, you know, many of the points that
you nmade that | |ooked at this afternoon were points
t hat shoul d be brought up to the whole Conmittee's
noti ce.

DR. MALMUD: Wien the Commttee nmet in
Washi ngt on, we di scussed the concept of a best

case/worst case/nost |ikely case scenario. And sone
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of us felt that when data, though cal cul ated
precisely are based upon estimates, that there
shoul d be a presentation of the results based upon
three different scenarios; the nost likely, the
| east likely and -- well, best case/worst case and
i nternmedi ate situation.

And | think that, Jeff, you incorporated
that in your bullet two under paragraph four. But I
will take your advice and nore specifically tease
that out into a separate item

DR WLLIAMSON: Yes. | think that one
thing especially that the major source of
di screpancy between nmy lower limt estimte and that
of the NRC regional office actually had to do with a
very distinct difference in opinion between the
| i censee and the NRC i nspectors who, both groups did
interview to sonme extent the same group of people
and they canme up with different conclusions. And I
t hought that the final report should have reflected
t hese differences and that these different
assessnments of who was where when behi nd what shoul d
have been used to formupper and lower limts.

DR. MALMUD: Thank you. Any ot her
conments for addition or deletion of this

Subconmittee report to the Conmttee.
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DR. MARCUS: This is Dr. Marcus.

Dr. Cerqueira, may | make a coment ?
DR. CERQUEI RA: Yes, please.

DR MARCUS: | think the Committee or

t he Subconm ttee has done a very good job making
suggestions to the NRC how to nore accurately do the
calculation to the daughter's upper arm But this
is not really a trunk dose, and it's the trunk dose
of the true whol e body dose that is really used for
ri sk assessnent.

And in situations where the dose to the
upper armis not indicative of the dose to the whole
body, there needs to be an additional calculation at
| east done that is to be used for risk assessnent.
Because the dose to the whole body is really what
you want know and what you want to use for risk
assessnment and is going to be a | ower nunber.

DR SIEGEL: Yes. Before everybody
responds, I'd like to comrend the Comrittee and
Jeff's report. It was terrific. And up until the
poi nt of regulatory definition of TEDE, that's
right. W went beyond the regulatory definition
because in terns of a risk assessnent, one needs
nore than a regul atory value. One needs a val ue

nore reflective of the situation, and that's how we
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got from4 down to 1 because the trunk and the arm
were di fferent distances, plus there's nore
attenuation in the truck.

Sol'd like the ACMIJ to contenplate --

OPERATOR:  Your conference is schedul ed
to end in 15 m nutes.

DR SIECEL: Ch, thanks. To
contenpl ate, yes, one needs to based on NRC
regul atory requirenents to cal cul ate the one
centinmeter DDE, that's true. But if this value is to
be used for risk assessnent at sone point, is it or
is it not appropriate, especially in this case, to
use that value?

DR. MALMUD: kay. Thanks, Jeff.

Dr. WIIlianson?

DR. WLLIAVSON: Well, you know, |
certainly can't disagree with that. In nmy initial
report to the spring ACMJ neeting | did cal cul ate
that by Monte Carlo simulation. | don't have the
figure in front of me, but | think it would drop
these estimates by an additional factor of four if
one averaged the exposure over the daughter's entire
body.

And | agree for nedical risk assessnent

where there is a question of stochastic or
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nonstochastic injury to the daughter, that would be
appropriate. And that's worth pointing out. But in
terns of addressing the sort of narrow regul atory
I ssue that we were asked to address, that is not
really rel evant.

| mean, we have the definition of TEDE
in Part 20, and that's the regul atory concl usion
will be based upon. And | think at this |evel, even
if it is 15 rem that is | don't think anybody was
claimng that there was an enornous or any
significant risk a bodily injury to the daughter
based on even the highest estinate.

DR SIECEL: Well, with respect that's
exactly the point. In the Adans' docunent, a
medi cal consultant wote back that essentially there
was very small nedical consequences. But in order
for that expert to have nmade that assessnent, |
woul d think it would be inportant for that nedical
consultant to know that a 15 remwas to the arm as
opposed to 15 remwas to the total arm

DR. WLLIAVSON: Well, I'd certainly
agree with that, and you know I i ke | said, that was
definitely one of my coments to the full Conmttee.

DR. MALMUD: And we shoul d add anot her

bullet to our letter in that there seens to have
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been a lapse in fully inform ng the nedical
consul tant ?

DR, WLLIAVSON: Well, I don't know if
there really was a |lapse. But | certainly think
that it is a good piece of advice, and yes. |If the
NRC i s going to ask a medi cal consultant was there
any nedical risk to this patient by virtue of the
exposure, it certainly is appropriate to supply them
with a nore relevant physical endpoint than the
regul atory TEDE. It's only commpn sense. Even
though it has in this context no regul atory
signi ficance.

DR. NAG Yes. | agree that as a
clinician I would Iike to have an estinate of the
total body conbi ned exposure for ne to nake any
deci si on about the nedical -- any of the nedical
degr ee.

DR. MALMUD: An ot her conments?

Reporting as the chair of the
Subcommittee to the Conmittee, and we will clean up
this docunent and get it out to the Commttee
menbers today, to Subcomm ttee nmenbers today so they
can review it and then nmake a final report to the
Conmi ttee based upon a draft and the additions as a

result of today's discussion.
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I s that acceptabl e?

ALL:  Yes.

DR. MALMUD: Are there any other
comments that anyone wants to make about this.

DR EGGELI: Yes.

DR, MALMJD: Yes.

DR. EGAIl: | didn't get those whole
exchange of emmils, although | agree with everything
t hat you read and was di scussed. Could you send ne
t hi s whol e chai n?

DR. MALMUD: Certainly.

EGA.lI: Thank you.
MALMUD: Okay. Any other comments?

LIETG Dr. Ml nud?

T 3 3 3

MALMUD:  Yes.

MR. LIETG It was nmy understandi ng that
t he second charge that was described earlier by Jeff
of the ACMUl regarding this matter was sonet hi ng
that was going to be done and conpleted in the
future, which was to cone up with I thought a
specific --

OPERATOR:  Your conference is schedul ed
to end in 10 m nutes.

MR LIETG We'd cone up with specific

suggestions for guidance to the NRC. Are we saying
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that our charge regarding that is conpleted with
this Subcommittee report?

DR, WLLIAVMSON: | think that Dr. WMl nmud
said he was going to take another pass at it, break
out a set of bullets that address the problem nore
general | y.

M5. SCHWARZ: Dr. WMal mud, when you do
conmpl ete your bullets, will you then mail us a copy
of your --

DR. MALMUD: Yes. | want to get the
anended report out to each of you so that we can
present it as a Subcommittee to the full ACMJ.

M5. SCHWARZ: Right.

DR. MALMUD: But sinply an ad hoc or
subcommittee of the ACMUI

And let ne just review with you before
we sign off, what tasks you have given ne at the
nmoment. And that is point out that a mmjor source
of di screpancy exi sted between the |icensee
cal cul ation and the NRC i nspectors, that was one
poi nt .

And the other one was that if the NRC
woul d ask the consultant to | ook at the nedica
ri sk, then that consultant should be given relative

data, than sinply the TEDE. They really need the
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whol e body.

Does that cover the additional itens
that you wanted nme to include?

DR WLLIAMSON: Yes, | believe so.

There's a small change about having to
do with the urine bag. That's | don't think quite
accurate. | didn't take an explicit count of the
radi oactivity that was in this urine bag, but
assuned it was included in the bedside readi ngs and
one neter readings that | did work with. So it was
implicitly included. So I'll have to make a little
coment about that.

DR MALMUD: What | said, Jeff, is that
you had nentioned that at the neeting, and that what
you had done was to assune that because the urine
bag was hanging there, that it was part of the
activity that was nonitored at a distance?

DR, W LLI AMSON: Correct.

DR. MALMUD: And you are consistent. You
did say that then, and you are reiterating it now.

DR WLLIAMSON: Right. But | think
that the point one nakes it seemlike | ignored.
And, you know, | don't think that's quite true,
either. But it wasn't independently considered as a

source, but it was assuned to -- | didn't think
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t here was enough information available to separately
treat it as a source.

DR NAG | think if you would just put
back as an anmendnment note

DR. WLLIAVMSON: Yes, | think when we
revise it, we can edit this a little.

DR. MALMUD: We can just add on to that
sentence whi ch ends "Wose radi ati on burden was
presuned not to be added exclusively, but included
in the noderate dose."

DR. WLLIAVMSON: Correct. That would be
perfect.

MR ESSIG M. Malmud, this is Tom
Essig. | need to raise one other admnistrative
i ssue relative to the receipt and action by the full
Conmm ttee on the Subcommittee's report.

| think what we'll have to do so that
there is a formal acceptance of the report by the
full Conmttee is we'll have convene anot her
conference call, perhaps in two weeks after the full
Conmm ttee has received the report and had a chance
toread it. And then we will for the record have
anotion to accept the report of the Subcommittee and
forward it to the NRC

DR. CERQUEI RA: Leon, is that fine with
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you?

DR. MALMUD: That's fine with me. W
could even do that next week if you wish to. [I'm
going to be out of town and then unavailable for a
bit. But we'll do it whatever tinme is convenient.
Because | think that Jeff and | could probably
polish this up today if he has a few m nutes.

MR ESSIG kay. |If the full Committee
can review the report in a fairly tinely fashion,
we're up against a noticing procedure, however, and
we've got to allow two weeks for the Federa
Regi ster notice. So even if we nanage to get the
Regi ster notice out tonorrow, | think the earliest
we could have the call is April 6th. That would be
two weeks fromtonorrow.

OPERATOR:  Your conference is schedul ed
to end in five m nutes.

DR MALMUD: Al right. May | read this
to you and see how this sounds to you?

"Under item six we another bullet which
says that we reconmend to the consultant that the
medi cal risk be eval uated based upon whol e body
exposure rather than using the TEDE." |Is that
accept abl e?

DR WLLI AVMSON:  Yes.
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DR MALMUD: Ckay. That's one line.

The other line would refer to the fact
that the data, that when there is a discrepancy
between the licensee's report and the NRC s report,
that both sets of data are presented for eval uation
to the -- who are they presented? The NRC?

DR. WLLIAVEBON:. Well, | nmean, | think
that the di screpancy should be described in the
final inspection report and basically unless there's
sone real reason, clear reason for discrediting one
or the other, the two alternative reconstructions
shoul d be used to bracket the two exposure to be
used for defining upper and lower limts.

DR. MALMUD: Discrepancy shoul d be
described in the final report and a hi gh dose/l ow
dose estimated fromthe two vari abl es.

DR. WLLI AMSON: Right.

DR. MALMUD: Ckay. Does the Committee
wish to nove on this? W'IlI|l get you the final
wor di ng today, but you' ve got what |I'm going to be
sayi ng.

MR LIETG  Quick question?

DR, MALMJD:  Yes.

MR LIETG Jeff, would it be

unreasonable to put in what the ratio or the facts
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of difference between the TEDE and the whol e body

froma risk standpoint to an individual?

DR MALMUD: Who is speaking?

MR LIETG I'msorry. This is Ralph
Li et o.

DR WLLIAMSON: | nean it certainly
could go in there. | have no problemputting it
t here.

DR VETTER That may work for this
case, but the ratio would be potentially different
for any other case.

DR. WLLI AMSON: And one invol ving much
| arger distances, it mght be fairly mnor
contributing factor or for a little hotter
radi ati on.

DR, SIECEL: Excuse ne. That's exactly
why you do a dose reconstruction in a specific case,
because no two cases are the sane.

DR WLLIAMSON: That's correct. So,
yes, | nean in the context of this particular
i nci dent, you know, | think that even the highest
exposure estimte was well bel ow any threshold for
medical injury to the patient. And | think putting
a factor of four in the general discussion of what

t he recommendati ons shoul d be is inappropriate,
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because it only applies to this case.

DR. MALMUD: But that the discrepancy
shoul d be described in the final report. The
di screpancy, if any, should be described in the
final report and presented in a manner which
provi des a high dose/l ow dose burden esti mate?

DR WLLIAMSON: Yes, | think that's
reasonabl e.

DR CERQUEI RA: GCentlenen, we're going
to have to end soon.

DR MALMUD: As the Chair to the
Subconmittee, do these sentences neet with the
Subconmi ttee' s approval .

M5. SCHWARZ: Yes, | think they do.

DR. MALMUD: Does someone on the
Subconmittee want to nake a notion.

DR. WLLIAVSON: kay. So noved.

DR. MALMUD: So noved, is there a
second.

OPERATOR:  Your conference i s schedul ed
to end in one mnute.

DR. MALMUD: Al in favor?

Subconmi ttee?
ALL: Aye.

DR MALMUD: Any opposed?
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MR ESSIG W don't know what the

notion was, Jeff, that you said | so nove. The
record won't show what your notion was.

DR. MALMUD: The notion was the neno
that sent back to me by Jeff, dated March 17th
referring to the conference call of March 15th.

DR WLLIAMSON: Well, Leon, | think the
time has run out and we really can't present this to
the full Conmittee for a vote. | think the sinplest
thing is to basically send it to all of us.

OPERATOR:  Your conference tine has now
expi red. Thank you.

DR. MALMUD: Thank you, all. W wll
send it by email, Jeff.

DR. WLLIAMSON:. kay. Thank you.

(Whereupon, at 3:00 p.m the neeting was

concl uded.)
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