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Bloard certification pathway. So such

Il require a preceptor attestation.

ommittee is endorsing is a change

qor having to make a subjective

ipetency to simply an objective

fthe individual has fulfilled the
training and experience 1in the

raining program.

next point, the Subcommittee

he date of recognition by the NRC

cbard should not impact individuals

ned as an authorized user or other

sionals. And, as you know, that is

1s stated in the Draft Final Rule

flic date of recognition of a Board

required. The Subcommittee is
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1

ge insert. And Steve Mattmuller led

q

articular point.

Among the reasons for this

that at the moment there are only
tems currently in routine practice
N

[IRC regulations, the molybdenum-99/

generator, and the rubidium
would seem to simplify everyone's
the NRC, that once new generators

and are used in clinical practice,
r68/gallium-68 generator the most

of regulating these would be to

g

to comply with the FDA-approved
including the parent breakthrough

as we understand it, prefers to

Ft regulations on a generator by

ather than to simply adhere to the
parent breakthrough limits.

y on to the next point, the

not endorse the new requirement in
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ule of reporting requirements for
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r, the Subcommittee is recommending

’

NEAL R. GROSS

Cou

(202) 234-4433

RT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

WASHINGTON, D.C. 20005-3701 (202) 234-4433



that users be reg

solutions only td

can be imposed

distributor to rej

This |

-

burden on end-usq

Subcommittee feel

J

of collecting, coll

-

of tolerance pary

I

report both to ths

users, among oth

motivated to repon
have an out of tol
breakthrough becaly

patient, and they

N

or some other rg

would be a self

collating such o}
reporting to the

who would collect

occur to the NRC.

I

The n

allowing Associaf

ARSOs to be named

23

quired to report out of tolerance
the vendor and that a requirement
n the wvendor or manufacturer or
port to the NRC.

vould not only reduce the reporting
rs; perhaps more importantly, the
5 that this is a more effective way
lating, and so forth reports of out
nt breakthrough than having users
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because the

rr things, are very, very highly
t very quickly to vendors that they
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y to the next point, the

mmends that the designation of a

U or other authorized professional

an ARSO requires that their Board

ludes the designation RSO eligible.

tifications of the respective Board

ionals will have that designation,

t all. And again, the Subcommittee

nat only Board certified individuals

nlation on their certification should

1l the role of an RSO or ARSO.

y to the next point, the
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q
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horized Users who are qualified to

NEAL R. GROSS

Cou

(202) 234-4433

RT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

WASHINGTON, D.C. 20005-3701 (202) 234-4433



administer
radiopharmaceutic
all of the traini
alpha-emitting
Langhorst provid
development therj
number of alpha-sd
all

such rad

administer beta 4
detection and radg

so forth that can

only can also Db;g

radionuclides.
A tec
point, the Subcon

the requirement
a letter containi
form when applyif
renewal.

And
Subcommittee recd
language in linej
Draft Final Rule

medical event any

4

25

ramma and beta-emitting

als under a Written Directive have

q

mg and experience to also do so for

radiopharmaceuticals. And Dr.

d table of current and under

[6D)
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yoeutic radionuclides, including a

mitting radionuclides showing that

Honuclides administer, already

nd/or gamma rays so that the same

liation protection measurements and

be done for beta and gamma-emitters

applied to these alpha-emitting

hnical point, moving on to the next

mittee endorses the elimination of

D submit copies of NRC Form 313 or
\g the information required by that

g for a license, an amendment, or

our final recommendation, the
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5531 to 5532 on page 232 of the
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for an event that results from

ion." Change that language back to

inally in the Draft Final Rule, "A

port any event except for an event

m patient intervention." In other

e the "any administration requiring

ve" qualifier.

iat summarizes our recommendations

nents of the Draft Final Rule. And

dditional comments, background,

so forth and so on are provided

lr report in the sections identified

¢ bulleted recommendations. So that

-- my summary presentation of our

MAN ALDERSON: Yes. Dr. Zanzonico,

ch for a very complete report, and

Committee for all the work that led

and fine report. So, at this point

N

discussion to comments from the

there any such comments?
R LANGHORST: Dr. Alderson, this is
MAN ALDERSON: Yes, Sue. Please, go

NEAL R. GROSS

Cou

(202) 234-4433

RT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

WASHINGTON, D.C. 20005-3701 (202) 234-4433



ahead.

MEMBE
couple of things,
Zanzonic

And, Dr.

this got changed,

you've read thers|

was that that lai
proposed Draft Ry
the original lang

make sense?

VICE
is Pat, again.
confusion. Obvioy

have been caught

our report. But

language should |

medical event any

Directive." You w
MEMBE
because that was J
VICE
Understood. My ap
MEMBE

VICE

277

R LANGHORST: I wanted to add just a

and let me start by that last item.

, I'm very sorry but I missed that

and it's exactly opposite of what

It should be, our recommendation

guage needs to be what was in the
le rather than changing it back to

uage at this late date. Does that

J

CHAIRMAN ZANZONICO: So, Sue, this

So

and I apologize for the

51y, this is something that should

before now in our many reviews of

is the recommendation that the

e, "A licensee shall report as a

administration requiring a Written

ant to leave in that qualifier?

q

R LANGHORST: Yes, that's correct,

hat was in the Draft Proposed Rule.
CHATRMAN ZANZONICO: Understood.
plogies for that confusion.

H

LANGHORST: That got switched.

LHATRMAN ZANZONICO: Yes.
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R LANGHORST: That changes the whole

t point, too.

LHATRMAN ZANZONICO: Yes, yes.

R LANGHORST: Let me jump back to the

S50 on the Compatibility Category C

implant brachytherapy, I think it's

1de that the reason the Subcommittee

q

yvhead with Compatibility Category C

tivity-based medical event metrics

essential program element, which

ment States cannot put in a dose-

Bo that does help with consistency

I just wanted to emphasize that

I wanted to jump down to where we

bcommittee recommends that date of

NRC or by a certifying Board be

that there not be a date on that at

Basically, that comes back to the

dlation that all Board Certified

llowed to be grandfathered at this

h

obviously, have to have updated

Y
type of medical use that they're

an Authorized User.

q
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11

s an alternative that I suggest for

isked whether the NUREG-1556 Volume

q

available for us to look at at the

N

¢ were looking at the Draft Final

bt yet, so I certainly appreciate

wld have Dbeen nice to have that

bw, too. But if that NUREG could

N

al with Board Certified individuals

5, 1if their Board certification is

can't remember the date now. And I

censing guidance for Gamma Knife

way to deal with those types of

propose that as an alternative for
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designation of Board Certified

RSOs and inclusion of RSO eligible

s confused in reading the Draft
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was concerned that that would be
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od indicator they could be an RSO.

ave to go through training with an

just that they are an Authorized

rized Nuclear Pharmacist. They do

RSO training.

ping to skip down to the next item
the elimination of the requirement
f the NRC 313 form and so on. Again,

ng I found confusing because it

dlidn't have to send in that form at

wld suggest that NRC might consider

opies. And believe me, I appreciate
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hen as I noted that 1last bullet
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CHATRMAN ZANZONICO: No, I think -
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Langhorst has fleshed out with some

und some of our thinking on a number

And at least some of that material

the subsequent sections on these

but I have nothing to disagree

yhorst just said.

MAN ALDERSON: Dr. Langhorst, then.

u to go again through what you said

D

¢ designation because I thought you

e direction, and then I heard you

direction. Would you Jjust restate

R LANGHORST: Okay. There are certain

a I believe Medical

ns, for instance,

rtification. can have some

They
ng and additional testing to then
their medical

only physics

t have it state on their certificate
eligible.

MAN ALDERSON: Yes.
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liscussion of this point that I was
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evant. And I don't think they meant

suggesting that that be mentioned.

MAN ALDERSON: Okay.

R  LANGHORST: So that people know

some additional training to be an

Il enough just to be a Board Certified

MAN ALDERSON: Yes. I very much agree

n that, and just didn't understand

d it before. Does anyone else from

have a comment on this issue?

(No response)

MAN ALDERSON: Hearing none, all

Langhorst, do vyou have other

R LANGHORST: No, I those were the

ed to raise, and I'm glad to answer

L people have as we go through the

MAN ALDERSON: Good, all right. So,

ioment ago about such gquestions or
I open the floor to other Members

e, does anyone else have a question

about one of her statements?
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(No response)

MAN ALDERSON: Hearing none, we'll

other Members of the Subcommittee

comment on Dr. Zanzonico's report.

R COSTELLO: Yes, this is Frank

MAN ALDERSON: Okay, Mr. Costello.

ahead.

q

H COSTELLO: Yes. I mean, Sue

hat the Subcommittee thought it

-—- for Compatibility C that they

activity-based requirement be an

element, but that was pointed out

included in the Subcommittee's

in the second bullet, it mentions

ined as an essential element. So,

h Sue, I think that we've already

all.

MAN ALDERSON: Very good. That's your

R COSTELLO: Yes.

MAN ALDERSON: Very good. Do other

bcommittee have comments?

R ENNIS: It's Ron Ennis here.
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MAN ALDERSON: Yes. Oh, hello, Ron.

yht not be on the call. Thank you.

R ENNIS: Yes. So, I mostly just want

I have been on the call since the

ils describing our language for seeds

n the target.

MAN ALDERSON: All right.

R ENNIS: I think he did an excellent

H, so I don't actually have anything

14

But I am

sentation of our points.

|| happy to discuss if people have

r thinking on those topics.

MAN ALDERSON: Very good. So, while

statement, does any one of the

ers have a question or would they
1 the thinking on that topic?

(No response)

ALDERSON: Hearing

no comments,

the general Subcommittee again.

1

the Subcommittee who would like to

gcussion?
R MATTMULLER: Yes, this 1is Steve
MAN ALDERSON: Yes, Steve.
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R MATTMULLER: Just a brief comment

report at the very bottom on page
The Subcommittee does not support

nge 1in wording from commits to

I believe we have those two words

Wld be -- the existing wordage 1is

proposed language is to change it

believe it should stay as satisfy.

MAN ALDERSON: All right. Dr.

want to comment on that?

CHAIRMAN ZANZONICO: No, I apologize

ror that crept into the report, but

I have no further comment.

MAN ALDERSON: Okay. Anyone else wish

(No response)

MAN ALDERSON: Okay. Hearing none,

the Subcommittee agrees with that

D

Other Members of the Subcommittee

ke to comment on any parts of the

(No response)

MAN ALDERSON: Hearing no comments,

of the ACMUI who are not Members
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e who would like to comment on the

i1ons? The floor is open.

ETTER: This is Darlene Metter.

MAN ALDERSON: Yes, Dr. Metter,

FTTER: So my question is about the

7

statement, and giving Authorized

Board Certified physicians. And I

recall, the American Board of

il their training requirements for

1 believe in 2005. Is that correct,

MAN ALDERSON: Yes, that's about

ETTER: So I think from that time on

put a timeline for radiologists

that, the training was not within

rements for radiology.

MAN ALDERSON: Yes. I very much agree

and it was

L

on that in that regard,

he ABR experience that I actually

H question in the dialogue that

and on line prior to this meeting.

h

wish to comment on that issue on
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in any way?

LANGHORST: Dr. Alderson, this is

(AN ALDERSON: Yes.

LANGHORST: The problem I have 1is

Certified senior-level physicians

rtified prior to those dates, how

become an Authorized User for a
. them having to start from scratch
jet all retrained in a new program?
talking about that maybe NRC can

dance 1in their guidance document

on an individual basis NRC or

can review those types of

their most current to date

up
specific type of medical use, how
rized.

IAN ALDERSON: I

Yes, good comment.

nse you and Dr. Metter are focusing
, on different aspects of the same

rrue that if they weren't certified

late then you'd have to have some

R
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7 kind then all the people would be

ough they may or may not have

tain learning level. So this is an
Nably should revisit at another time
will not be able to resolve here

mments on this issue?

f microphone comment)
MAN ALDERSON: If someone is
I can't -- some in the background.

her people hear that? There was a

background, we're asking for other

bers of the ACMUI.

R ENNIS: This i1is Ron Ennis.

MAN ALDERSON: Yes, Ron.

R ENNIS: So maybe I hadn't really

this. So if I'm now understanding

on eliminates this concern about

gists who did not have the training

N

to the level of Authorized User.

MAN ALDERSON: That's what Dr. Metter

vel$ .

\Y

R ENNIS: Okay, that is an important

naybe we do need to reconsider, or

be interested in reconsidering the
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dsition that the date should be
lletely unless we have another

making sure that diagnostic
ined before that time are truly

the proper training and experience

red Users.

4

MAN ALDERSON: Good, yes. So you

ronsideration

R ENNIS: Yes.

MAN ALDERSON: of this at some

R ENNIS: Yes.

MAN ALDERSON: That would also be my

pmments on this particular issue?

R LANGHORST: Dr. Alderson, this is
Ln.

MAN ALDERSON: Yes.

H LANGHORST: The Health Physics

nat Board was approved with I

ere was any changes needed to be
like me who were Board Certified
t been named as an RSO on a license,
to be named as an RSO on a license,

for a new type of medical use. So
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it's very confusi

have to change ou

to meet the NRC'{

frustrating situall
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evidence it seemg

this issue furthd

L

B

Authorized User
the ABR worked on

so I —-- hearing n(

that we will move

say that we will [

consider this fur

VICE

just like to —-- af

from this, but I p
comment in that
regulations, then
would seem one cCg
going to be some
that date 1is irrf
particular date mjq
CHATRN

VICE
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ng, and for those of us who didn't

r Board Certification requirements

certifying Board criteria, it's a
rion.
(AN ALDERSON: Well, further

to me that we do want to consider
r and we've got both the issue of
tatus, which is specifically what
and the RSO status for physicists,
comments to the contrary, I think
away from this issue for today and
rave to as a Committee of the ACMUI
cher.

HATRMAN ZANZONICO: This is Pat. I'd
id I understand the need to move on
really echo Dr. Langhorst's earlier
f there is a specific date in the
that's a black and white reg that
there are

nnot deviate from. Yes,

Boards, as Sue pointed out, where

rlevant, and other Boards where a

ay be relevant.

(AN ALDERSON: Yes.

CHATRMAN ZANZONICO: And so I think
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I would endorse
handled in guidan
that specific dat
because that sort
a regulation, an
that's just an a

on that topic.

CHAIR

think that becaus

could continue,
perhaps we should

listed in their c

I think we will pr

comments are very
to extend this di

Are t
1

who would 1like

current presentat
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ue's idea, therefore, that that be

ce space rather than regulation so

@¢s could be eliminated from the reg

of then is an ironclad rule, it's

| addressed better in guidance. So

ditional comment I wanted to make

9

MAN ALDERSON: Very good, vyes.

e of the way that this discussion

for example, talking about well,

adjust for Boards that have a date

riteria, and those that do not. But

obably need to extend. All of these

relevant and helpful, and we need

gcussion at a future time.

here any other Members of the ACMUI

o comment about any part of the

lon? Are there any further comments?

R PALESTRO: Phil, this 1is Chris

MAN ALDERSON: Yes, Chris.

R PALESTRO: Yes. I have a question

to get some clarification. The
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the rationale fory
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end-user,
and distributor
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customers, reall

accurately and ex
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breakthrough, and
conduit for coll
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Steve, do you haj
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MEMBE
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not endorse the new requirement
rport to the NRC as well to the
br generator elutions with out of
breakthrough and so forth. What's
that, Pat? I'm not quite clear.
CHAIRMAN ZANZONICO: The rationale

ral fold. One is that

and Steve
y—up because he was a mover on this
ubcommittee. But one is, obviously,
the

rting requirements on the user,

o the fact that the manufacturers

who have a very intimate
h their end-users, with their
y are 1in a better position to

peditiously capture information on

ugh, out of tolerance parent

that that would be a more effective
ting information, rather than the
from the end-user to the NRC. So,

e any further comments you'd like

int?

MATTMULLER: I think vyou pretty
The NRC is interested in getting

akthrough issues in generators, and
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So it Jjust i

manufactures bec
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So, thank you.
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this issue?
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addition to noti
seven calendar da
to
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incident. So if y
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a way that -- for the most accurate
r the most expeditious information
mation and report to come from the

he NRC. As they've got it proposed

be as we say 38 different routes

States and 37 Agreement States

information to make its way to the

nakes far, far more sense for the

they're going to get this

to collate the information, and

Y r

it to the NRC in a timely manner.

AN ALDERSON: Further comments on

LANGHORST : Yes, this 1is Sue
(AN ALDERSON: Okay, Sue, go right
LANGHORST : Dr. Palestro, in
fying the NRC and that -- within

s, within 30 days the licensee has
with a written report on this
u've got -- let's say we have a bad

rs that go out to several different
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licensees, well,
having to go to
again work their \y
manufacturer's ]

manufacturer riglh

generator they cg

that they can use}

which 1s more

breakthrough on
manufacturer to t
that's a much qu
reporting this.
having to write
having to notify
CHATIR

this clarificatio
now being only tQ
MEMBE

question. Thank vy
CHATIR
Dr. Palestro. Ot}
the ACMUI?

OPERA|

up on the phone i
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you've got several written reports

Hhe NRC or to Agreement States and

ay up, which if it's focused at the

evel, that licensee calls the

Wt away because they don't have a
n use right now, and they need one

And that report and written report

extensive as to why there was
these generators going from the
he NRC, or to Agreement States. And

1cker, much more effective way of

And 1t does relieve licensees of

these written reports 1if they're

the NRC. Thank you.

MAN ALDERSON: Further comments on

m of the dual reporting requirement

the manufacturers?

H PALESTRO: That answers

my
DU .

MAN ALDERSON: Thank you. Thank you,

ler comments from other Members of

TOR: You do have one person queued

T you'd like to take that.
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comment to the

generator reporti

also consistent

with rubidium ge

rubidium generatd

alrsg

manufacturer
They're reporting
Braa

elution. So,

if and when therg
and would be ab
quickly and accurf
CHATRN

context, Mr. Matt
to the phone.
themselves?

MR.

Ty

Before we go to cqg
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AN ALDERSON: If there are no other

bers of the ACMUI, I'd be happy to

om a member of the public on the

MATTMULLER: Dr. Alderson, this is

if I could Jjust add one more

past discussion 1in regards to

1.g. This -- what we're proposing is
ith what's actually happening now

nerators in that those users of

rs report on a daily basis to the

ady, whether it's good or bad.

their breakthrough results on every
0 already has this information, so
's a problem, they're ready to go

e to put together a report very

ately for the NRC.

AN ALDERSON: Well, that's a good

nuller. Thank you. So we'll now go

lWould the caller please identify

ULLER: Excuse me, Dr. Alderson.

mments from members of the public.

(AN ALDERSON: Yes.
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your Subcommitte
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Subcommittee recg
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today that you re

question 1is 3
- everything tha
deliberation, angd
everything we re
review, and consi
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refer to as genern

those are also re
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ULLER: This is Mike Fuller with the
would like to get clarification on

$ before we proceed.

MAN ALDERSON: Absolutely. Go right
ULLER: Okay. Well, first of all, in
¢ report you have a number of
ind I heard I think Dr. Langhorst,

Zanzonico say these are the
mmendations. And then there's also

aven't seen today or talked about

q

rer to as a general comments. So my

nd, of course, we're going to

we receive after we have the

i after the Full Committee votes,

eive we are going to, obviously,

der, and respond to. So my question

le nother 1list of things that you

]l comments, and I want to know if

commendations that we should review

or 1if that's Jjust background

CHAIRMAN ZANZONICO: This 1is Pat.

ils is -- the general comments are
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that clarificatio

My ot
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recommendation, 4
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for

things that makegq
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yund material. In other words, there

pmmendations in the general comments

appear among the bulleted points.

N

¢ those in the related general

re are not specific recommendations

rent or additional recommendations

ral comments. Those are basically

erial, historical background,

thinking of the Subcommittee and so

h

are no additional or different

nong the general comments.

LLER: Okay. Thank you very much for

=4
.

to do with the

her question has

had, and I think a different

Lthough I'm not sure, that we Jjust

Ho do with the date of certification

d Certifications. So one of the

it difficult for us as we try to

wssion, it is not sure unless we
d subsequent that captures these
these agreed to, voted on

t's going to be difficult for us to

he recommendation is. For instance,
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I heard Dr. Landgl

recommendation,

the Staff considg

forth. 1It's very
recommendations {
in writing and it
the Full ACMUI, o
on them. So I'm
be clear that whej
everybody knows w|
clear to everyon;g
for

are. Because,

that we 1include

little bit it!

with based upon a
a caution.

VICE
Pat again. Would
like a procedura
would it be possi
exception that wq
the time being tHh
of the Board? In

parts of the repg
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norst say that in addition to this

b

ou know, that she recommends that

ler including in guidance and so

very 1important to us that any

hat we receive today are actually
s clear that they were endorsed by

r else we are unable to take action

Just cautioning everyone to please

n you finally vote on something that

hat you're voting on, and it's very

N

exactly what the recommendations

instance, recommending to the Staff

something in guidance, that's a

-

D

a difficult thing for us to deal

verbal recommendation, so it's just

CHATIRMAN ZANZONICO: Mike, this is

t be possible, and this sounds more

I issue but an important one. But

ble to vote on the report with the

would table for the moment or for

-y

issue of the date of recognition
other words, could we vote on all

rt excepting that item?
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CHAIR
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ULLER: Yes, you could say as a

rre, you know someone make the

nstance, all recommendations except

C, you know, be endorsed or what

forth. And then i1t would be clear

u could do that, and that would be

what you felt 1like you wanted to

(AN ALDERSON: So I think that given

r've had, I think Dr. Zanzonico has

ry good way to handle the lack of

r discusses. Dr. Zanzonico, would

a4 motion-?

ILLER: Well, wait a minute B

CHAIRMAN ZANZONICO: I don't think
boint yet.

(AN ALDERSON: All right.

ILLER: One other final thing to make
eceive -- we're going to move out
ddress all the recommendations that
and we're going to be working
meet the deadline that has been
etting the Draft Final Rule to the
eir vote.

So, 1f you're going to
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CHAIR
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such as the one
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this item right
would like to py
risks that are in

MR. F
two other things
only if the ACMUI
treatment site an

we have come up

is something that
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nendation for further comment, and

4 I also

d deliberation, and so forth,

Htion the ACMUI that there may not

in this rulemaking to address those

e aware that this is not an open-

have very, very specific milestones

ed to make. We can address whatever

$ absolutely.

us,

MAN ALDERSON: Well, one way to

his forward, not necessarily to its

| be to actually consider a motion

Dr. Zanzonico made to approve the

report with the exception of this

f the table, and then come back and

f we would like to really hash out

here today on the call, or if we

it off in some way knowing the

R

rolved. Would that be acceptable?
ULLER: Absolutely. And then I have
that I'm prepared to discuss, but
is interested. The topic of wrong
N the term discontiguous versus what
ith in the Draft Final Rule. That

was discussed extensively amongst
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different officeg
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understanding of
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rking Group, and so I'm happy to

se perspectives. And also, the

pting the FDA package insert issues

tor parent breakthrough issues, I'm

provide vyou with the Staff's

at, as well,

if you're interested.

MAN ALDERSON: Yes, I believe it

for the ACMUI to hear your

hose important issues.

ULLER: Okay. So with regards to the
s, the Working Group not only in
—— I say the Working Group, the
mg Group which includes several

within the NRC and also Agreement

7 considered that very term as well

4

hat was considered, which was not

we understand that also back in a

ng Working Group effort many years

o

y same rule was being worked upon

n another direction, as we all are

th regards to reproposals and so

lerent Working Group worked on those

ot of difficulty coming up with an

what these terms would mean. And,
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site would includ
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situation where
mistakenly direct
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ith I think the intent of where the

trying to go which was to add

ne very, very interested in making

rs do not confuse terms and require

msees things that were not intended

or that reason, we wanted to get to

tant, or what we believe to be the

of this idea or concept of wrong

That's why we came up with the

will, that the dose from a source

implanted is clear to everyone was

at some place, in a place that is

treatment site. So we heard the

DUt how some Authorized Users

lant sources or seeds, you know, on

tside of the actual tumor site and

t's why we're so very, very careful

horized Users define what their

1]

So in that case, the treatment

D

¢ those sources.

jlat we're trying to get at is a

t is clear that a source that was
ly implanted somewhere other than

te or adjacent to or near, or
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treatment site would be clear to

ell as everyone that this is a

of the things that we discussed

ting Group was 1f vyou were an
saw something in reviewing records
rth that looked like it was outside
by some significant amount outside
ratment site, then it would be
and this is something
training and guidance, it would be
Inspector then to ask the physicist
story on this seed over here? And
7rsicist to explain whether or not -
~d User whether or not that source
they believe it somehow contributes
c dose. So that was our thinking
I'm not trying to say don't give
tion because we'll be happy to take
I wanted to provide you with our

not that we did not consider that,

at great lengths.

regards to the generator

the recommendation that we follow
for

inserts parent breakthrough
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furth
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forth, that -- just for your

is a recommendation that would

de the scope of this current

f we actually -- well, we're happy

commendation and we'll work on it,

response to it, but if we agree

hange that and we agree with that
r would require us to re-notice the

rds, we would have to go back out

s rule -- I'm sorry, republish this

e public comment and public

t's just a matter -- it's Jjust for
I for whatever you deem appropriate

o deliberate. And I'd be happy to

bns anybody has, but that's really

ranted to make before you continue.

ALDERSON: Yes, all right. So I

rhose comments, Mr. Fuller. And I
my reception of that is that it is
RC Working Group isn't happy with
want to ask Dr. Zanzonico as the
1 the Chair of the Subcommittee if
we can pursue this discussion at
should,

f discontiguous in fact,
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nd —-- the advice and recommendation

D

e?

CHATRMAN ZANZONICO: I think this

it's an issue of language, I think

can address now. And I would like

to Dr. Ennis. He was the author of

I thought was a very good one, and

H11ly to where this issue will arise.

at 1s your feeling on this?

q

R ENNIS: So first, I certainly want

the NRC Staff for all the work on
rtainly I'm quite pleased with how
the big picture over all this time,

Itset. And I do think that everyone

b's been working on this rather

to find words to say the very same

t feel like there i1s some kind of

®

cement, if you will, between what

aind what his Committee has Dbeen

nd what our Subcommittee is trying

And I guess the concern that I have

ten and then it's out there, then

t involved in the conversations are

to interpret the language, and I'm
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and it's the wroi
little bit of dos
I think that tha
but hard to say
language. To thr
which is what Mi
we talked about
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but it's also a
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¢ language that will be as clear as

-

rpreted as accurately as possible

we're trying to convey, which

seed that's really far away that
placed where it was supposed to be,
is a medical event, but a seed that
trapy is okay. But finding words to

early for a regulator and an

no don't even speak quite the same
llenge.

nk that saying any dose which is the

roblematic because I can envision

e

ilying well, it 1is contributing, or

D

r saying it's 10 centimeters away

g breast but it is contributing a

D
4

& so it's not a medical event. But

i would obviously be disingenuous,
Hhat that's a problem based on the
bw 1in the word therapeutic dose,
de had just said is something that
I think in our Subcommittee, and
my mind, might be a little better,

little ambiguous because what does
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here,
discontiguous, me
or something comp
implant and, the
there by the AU
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capturing that. A
that it

opinion,

therapeutic dose.

CHAIR
comments, Dr. En
discussion, I w

occurred to me t]
NRC Group and ou
about before and
throw it out therq
a source that wag

treatment area? 1

I'm sure that an 1

so I think
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a 1little. 1Is, vyou know, 100

14

more. Right? And that's the problem

I remain feeling that word like

d

ining that the seeds are in an organ

letely separate from the area of the

refore, couldn't really be placed

with the intention of actually

the treatment is a good word for

nd I do still feel, at least in my

's superior to using dose or even

MAN ALDERSON: Thank you for those
nis. Having just listened to this
Hnt to ask about a phrase that
jat all of you, Mr. Fuller and the

people probably have all thought

Already discarded, but just let me

-y

What if it were something about
outside of or beyond the intended

\nd that's very plain English, and

nspector would understand what that
ble respond to that phrase?

I

R ENNIS: So let me describe clinical

len see how you react to that. So

NEAL R. GROSS

meant. How do peq
MEMBE

situation, and ti
cou

(202) 234-4433

RT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

WASHINGTON, D.C. 20005-3701 (202) 234-4433



let's say I have
the retro periton
along that, and
seeds into the my
muscle. So how 1is

If it's defined 1

never have a med]

the treatment vol

tumor bed plus a
like that, then tl
it Dbecomes

very

partially implant

CHAIR
the reason -- thg
threw at vyou waj

question would t}

decided that a seq

discontiguous be¢

that was discon
properly placed a
for treatment pui
other hand, if hs
seeds along this

the thigh, and a
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a tumor along the psoas muscle in
rpum and I am implanting some seeds
[ decide that I need to put some
scle but only a little part of the

that treatment site then defined?
y the seeds that I put in then we
cal event because the seeds define
ume. If the treatment site is the
couple of centimeters or something
1

at is potentially a definition, but

ambiguous when another organ is

ed and partially not implanted.

MAN ALDERSON: Right. And that was
2l word that's in the phrase that I
s intended and it would -- the

len be if the radiation oncologist

I

d needed to be, I'll use your word,

ause there was a treatment issue

and the seeds were thus

iguous
a somewhat minimally distant site

poses, that would be fine. On the
or she were trying to implant the
facial plane that you described in

couple of seeds got away and they
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wound up in the pa
treatment site, 4
event.
MEMBE
I hear what you'r
line. But the way
I understand it m
We are now all und
mean an organ,
around that organ
CHATIR
MEMBE
CTV or planning t
my point is that
going to purposel
site in order thaf
full dose, or evel
high dose or some
seeds outside o
adequately treat
CHAIR
MEMBE
coming up with an

site, and then tH
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rella, that would not be an intended

nd that would have to be a medical

R ENNIS: Right, so let me try again.

D

¢ saying and, you know, it's a fine

the treatment site term is used as

¢ans that area I'm trying to treat.

lerstanding that doesn't necessarily

it could mean an additional area

MAN ALDERSON: Right.

R ENNIS: And we call that, you know,

@rget volume, things like that. But

we often in radiation oncology are
y put sources beyond the treatment

the treatment site itself gets the

1 more than the full, you know, some

hing like that, so one needs to put

the actual treatment site and

the treatment site.

MAN ALDERSON: Right.

R ENNIS: So now we're talking about

hther name for there's the treatment

lere's some other thing. And that's
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Cou

(202) 234-4433

RT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

WASHINGTON, D.C. 20005-3701 (202) 234-4433



creating a whol
radiation oncolo
space uses. And

that that's dog
CHAIR

that tripped me
define treatment
trying to convey
MEMBE
CHAIR
it would help to
needs to be treaf
But if treatment
I have made my af
wording forward 4
issue at this tim
will step back f
comment on this o
move to a resolut
MR. O
CHAIR
MR. O

going back to Mik

that you were 7ju
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¢ new verbiage that no one in
Jy or 1in the 1inspector/regulator
[ don't know that we, you know -

hle.

MAN ALDERSON: Right. So the problem

p there in your case was how you

area,

but that's exactly what I was

by the phrase B

R ENNIS: Right.

MAN ALDERSON: -- that I put up. So

turn it around to say the area that

~d, well, that would be fine, too.

drea is above it -- but in any case,

tempt to, you know, bring some new

nat might allow us to resolve this

& as Dr.

Ay

’ Zanzonico suggested. So I

br a moment and let other people

r other approaches to see if we can

ion.
WHIB: This is Zoubir.

MAN ALDERSON: Yes.

UHIB: I do have a comment actually

g's example, and certainly the case

st talking about. I think in the

NEAL R. GROSS
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language we need $

states that exclu
it's a little bit
say directly impl
the Authorized Us
into the
centimeters away
all of a sudden \y
actually document
was —-- what did o
I think there's s
MEMBE
CHAIR
MEMBE
been discussed gy
language 1is used
to avoid -- and t
was directly impl
on when a scan
centimeters away,
that would be may
to. I would assun
a conversation,

g

or read him an og

target}
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b

omething in there that specifically

ling migrating seeds, because -- and

tricky because, you know, when you

I

nted. So it could very well be that

H

r was implanting the seeds directly

Now that seed 1s about two

from the intended target, and now

e have an issue. Well, how do you

what was directly implanted, what

ligrate, and so on and so forth? So

till some confusion in there.

R ENNIS: Could I speak?

MAN ALDERSON: Please.

R ENNIS: Yes. So, I mean, this has
ite a bit, Zoubir. And I think the

specifically for this purpose, and

® eliminate this concern is that it

anted. later

(e

If you're asking well,

comes back and seed is seen many

how would a regulator know? I guess

e something that Frank could speak

-y

i that the thing -- there would be

id you directly implant, you know,

erative note to see how the you
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know, where the
believe the langy
if di

only it's

exclude the con
migrating seeds.
MEMBE
make a comment?
CHATIR
MEMBE
trust the Agreeme]
with

some Sens

supportive of t}
another word we g
to understand. Af
the physician o1
happened here, ar
don't think you'l
instead of readirp
they rely on what
I think the langl
medical practitig
inspectors interp
for medical pract
what

to report
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1l

But T

eed was directly implanted.

age is meant to be clear that it's

rectly implanted to specifically
cern you have about, you know,
R COSTELLO: This is Frank. Can I

MAN ALDERSON: Yes, Frank, please.

R COSTELLO: Yes. I think you could

Nt State inspectors to approach this

1%

of reasonableness. I'm very

le language discontiguous because

se where we often it's not hard

id the question is if we would ask

we ask the services well, what

id that's what we would rely on. I

1 really find inspectors, you know,

g CT scans and looking for seeds,
they're being told by the licensee.

lage really has to be clear to the

ners. I'd worry less about how the

tet it, to make sure that it's clear

itioners what it means so they know

I think if it's clear to
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practitioners as
we've got good 1g
CHAIR

Further comments

comments and wqg
language, I thin
whether the AQ

"discontiguous" p
or whether it doe
Zanzonico to pote
action here.

VICE
strikes me that
reference to a d
some ambiguity t

contributing wh

g
3

therapeutically
as the science ch
moving target. Af
of dose into the
some ambiguity.
discontiguous is

concerned with sq

geographic distri

1

Iy

1

10)]

If

5l

(e

Il

q

Cou
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to what to report, then I think

iguage. That's all.

(AN ALDERSON: Good, thank you.

on this? If there are no further

have not agreed on different

k we're Dback to the point about

MU T wishes to make the word

Art of its advice or recommendation,

not. I'd like to refer that to Pat

itially make some motion or take an

CHAIRMAN ZANZONICO: I think it

the issue 1s elimination of the

bse, to a radiation dose. There's

ere in terms of what sources are

t dose and are those doses

ignificant or not? And, vyou know,

anges and so forth, that could be a

d I think introducing the concept
definition of an ME inherently has
T

think Ron's suggested word of

a good one, but frankly, I'm less
rt of the word that describes the

ution of the seeds than eliminating
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the concept of ddg

ME. You know, I

any. I'm sure the
or phrases that (g
we've eliminated
on dose, anythir
geographic distrij
any reasonable ob
beyond which coul
I think 1is
endorsing the wox
we eliminate the
on dose. Given th
is as good a word
CHATIR
you speaking in
of the recommend:
for new wording.
before us at this

comments from the

how we'd like to

CHAIR

would you like tdg

fingl
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se as part of the definition of an
think discontiguous is as good as

re are equally good alternate words

an be used, but I think as long as

the dependence of the ME definition

Wg that conveys the notion of a

bution of seeds that is clearly to

q
]

server beyond what was intended and

| be justified by the AU or the AMP,

So again, I'm not necessarily

d "discontiguous," just as long as

dependence of the definition of ME
at, as I say, I think discontiguous
as any.

I

AN ALDERSON: All right. So I hear

ffavor of making discontiguous part
iition rather than trying to search
I do think that that is the issue
particular time. Are there further
Committee before we tell Mr. Fuller
rule on this?

(No response)
MAN ALDERSON:

Hearing none, Pat,

just make a simple motion in this
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regard?
VICE
motion

make a

recommendation rg

location medica

brachytherapy.
CHATR
VICE

sources implant

discontiguous frg

the Written Direc

CHAIR
Now 1f I reca
Subcommittee we

particular motion
any comments or d
of the ACMUI who
MEMBE
CHATIR
MEMBE
effort of removit
that's what we w
agree with the us

reference to dose
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CHAIRMAN ZANZONICO: Well, I would

to adopt the ACMUI's the

N

garding the language for a wrong

Il event in permanent implant
MAN ALDERSON: Thank you.

CHAIRMAN ZANZONICO: Namely, sealed
@ d directly into a location

m the treatment site as defined in

tive.

MAN ALDERSON: Yes, fine, thank you.

1 correctly, since this 1is a
don't need a second, so that

is out there. I would like to hear

1scussion from all of -- any Member

would wish to do so.

R LANGHORST: This is Sue Langhorst.
ALDERSON: Yes, Sue.
R LANGHORST: I fully support the

lg dose from this language because

rked so hard to get out of. So I

¢ of discontiguous and removing any
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CHAIR

comment 1s in fav

at this time. Yes
MEMBEH
CHAIR
MEMBEH
the word "discontl]

are trying to def
also strongly end
a proxy for med
"discontiguous"
relays what the
outside the inten
CHAIR
supports using di

ACMUI?

MEMBE

we will take a voi

in favor of the re

and the continued

the definition sa

CHAIR

Cou

(202) 234-4433
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h
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I
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(AN ALDERSON: All right. So your
r of the motion that's on the floor
thank you. Any other comments?

SUH: Phil, this is John Suh.

ALDERSON: John Suh, please.

SUH: Yes. I also favor the use of
lguous.”" I think it conveys what we
lne as being a medical event. And I
rse eliminating dose definition as
So I think the word

lcal event.

s as good a word as any, and it
—-— you know, how you see clearly
Jed treatment area is.

(AN ALDERSON: Suh also

Yes, so Dr.

contiguous. Other comments from the

(No response)

COSTELLO: Hearing none, I think

e on this issue. All those that are
tention of the word "discontiguous"
support of the removal of dose from
y aye.

(Chorus of ayes)

(AN ALDERSON: Those

opposed? Any
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abstentions?

CHATIR
unanimously, Mr.
that one.

MEMBE

CHATIR

MEMBE
question?

CHAIR

MEMBE
concern about tray
is there a way --
with all the regu
these types of {
guidance or somet
spell out that
specifically meal
where, you know,
traveled further

MR. H
think I can do ¥
Rule

language w

migrating seeds,

Iy

It

Iy

I

I

I

Y

1

]

q

q

H

]
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(No response)

(AN ALDERSON: Well, that passes

Fuller, so you have your advice on

ENNIS: Dr. Alderson?
(AN ALDERSON: Yes?
ENNIS: Could I Jjust ask Mike one
IAN ALDERSON: Certainly.

ENNIS: Mike, to address Zoubir's

eling seeds not directly implanted,
and again, I'm a little unfamiliar
latory documents that go along with
so I'm relatively new, in
ing like that where NRC Staff could
implantation, is

irect you know,

t to exclude as an ME an event

a seed got into the vasculature and

away"?

ULLER: Yes, Dr. Ennis. In fact, I

bu one better. In the Draft Final

already have an exception for

$0 by definition a migrated seed is
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not a wrong treat
covered.
MEMBE

I probably read

think I didn't re
MR. F
the time. I know
CHATIR

thanks everybody.
our vote on disco
Mr. Fuller raise
generator breakt]
scope of this cur
the recommendatio
would republish

giving the Chairm|
back to Pat and 4

VICE

=

3

at the risk of

reiterate, you krn

again the -- why t

the scope of the
understanding why

MR.
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ment site. So we already have that

R ENNIS: Excellent. And I apologize,

hat but didn't remember it. Don't

ad 1t.

q

ULLER: That's okay. We do this all

you have other things.

MAN ALDERSON: All right. Well,

I think we have our discussion and

mtiguous. And the second issue that

il was this issue with respect to

nrough, that this is outside the

rent rulemaking. If the ACMUI makes

m that it has written, then the NRC

for further public comment. Again,

an the prerogative, I'm going to go

sk him to comment on this issue.

CHATIRMAN ZANZONICO: Well, you know,

bunding dense, Mike, can you just

bw, can you crystalize for us once

he current recommendation is beyond

current rulemaking? I'm not quite

that's the case.
'ULLER: So

Yes, I'll be happy to.
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first of all, a 1
-— we are happy t
Then what we wil
back, because we
Group and go ove
we will look at
it's outside the
a minute, then we
scope, in which ¢
the rule for publ
Now a
as a member of Y
it's pretty clea
scope of this d
changes on the bt
idea of having to
package inserts
rule which speci
reason, that NRC
all of the provisj
because again,
it woy

thing. So,

of the rule, as ¥

why it's outside

1

il

it
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ittle bit about the process. It is

receive the recommendation. Okay?

1 do with that is we'll take that

re going to reconvene the Working

all of these recommendations, so

that. And if everyone agrees that

scope, and I'll get to that in just

]

will respond that it's outside the
hse we would not have to re-notice
1c comment.

Jain, not to prejudge, but I believe

I think

nhat Working Group that

™ to me that this is outside the

Wirrent rulemaking. There were no

eakthrough issue -- I'm sorry. The

require our licensees to follow FDA
s contrary to another part of the

fically says that, and for good

icensees are not required to follow

ons of FDA-approved package inserts

's the whole practice of medicine

ld require us to open that section

iell. So, that's one of the reasons

the scope.
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The ¢
-- while we are a
what constitutes
opened in this cu
with reporting X
section of the re
CHATR
questions, Dr. Za
VICE
understand correc
scope of the curzr
put on the books
that would be soj
pharmacy practice
MR. H
is it's directly
rule which says
follow the FDA pga
VICE
strikes me that i
in the sense that
be companion reco

as well. And I thgq

in the general c

70

rther thing is that it's really not

q
.

king folks to report breakthrough,
reakthrough is not -- has not been

rrent rulemaking. It only has to do

reakthrough which 1is a different

yulations.

MAN ALDERSON: Does that answer your

mzonico?

CHATRMAN ZANZONICO: SO if

i the reason why it's outside the

Ly,
Hnt rulemaking is that if a reg were

to follow the FDA recommendation,

ne sort of intrusion on medical or

A%

JLLER: It could be, but the point

contrary to another section of the

INRC licensees are not required to

rkage inserts.

CHATIRMAN ZANZONICO: Understood. It

t's a bit of a matter of semantics

you know, it could -- there could

n

mmendation to change that language,

ught we actually had addressed that

mments on this point. Well, maybe
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that was when I
your previous res

MR.

ot

trying to make. A
that were not chsg
published for pul
back out for an ad
then we would rey
would come back f

SO you see, 4
receive your comi
that, but I want
that's outside th
Working Group mig

have to be re-nof

period, and then
VICE
Mike, we really

Subcommittee in d
implications of

timeline and this
and so forth and

this process any

you all feel the
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reiterated in the general comments

ponse on this point.

ULLER: And that's the point I'm

ny changes in the Draft Final Rule

nged in the proposed rule that was
1lic comment would have to be sent

iditional public comment period. And

o

iew those comments, and then those

0 the ACMUI for their review and -

his 1s -- again, we're happy to

nents. I do not want to discourage

vou to know that we're -- anything

scope of the current rule that the
Nt agree needs to be pursued would
iced for additional public comment

We start the process over again.

HATRMAN ZANZONICO: Well, not again.

-- we're all cognizant on the

nafting this report of the practical

what we were recommending on the

issue of having to reissue the rule

so on. And no one wants to prolong

longer than necessary, and I'm sure

same on the NRC. It's been going on

]
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a long, long time. So really we're very aware of
that, and very semsitive to that.

Having said that, we felt collectively
that our obligaftion was to make a good faith

recommendation on
go forward in fin
if there's not
recommendation,
recommendation st
where they may.
cavalierly, and i
of that, but I th
our best good fai
and not do otherw

MR. F

and I want to mak

We are absolutely
happy to receive
Advisory Committdg
and we will be haj
respond to them,
the chips fall wl

the time

not

most important t

what we felt were the best way to

jlizing this rule. So my feeling is,

il conceptual issue countering our

I would think we should 1let our

and as is, and let the chips fall

You know, and I don't say that

gnoring the practical implications

ink we really are obligated to make

th recommendation on these points,
1se for the sake of expediency.

ULLER: Dr. Zanzonico, this is Mike,

e sure that everybody understands.

h

in alignment on that point. We are

iny and all recommendations from the

D

¢ on the Medical Uses of Isotopes,

py to review them in good faith and

ou know, and like you said, and let

Y

nere they may. You're right, it is

frame and the schedule is not the

ing here. I was simply trying to
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point out what th
might be. But yeqd

you provide us,

of all of your re
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¢ potential consequences or impacts

we are happy to receive whatever

4

And we are very, very appreciative

rommendations and comments.

VICE [CHATRMAN ZANZONICO: Understood.
CHATIRNAN ALDERSON: So for all of wus
listening in to ghis, Dr. Zanzonico has just -- as

the Chair of th
recommendation th
it is currently ci
Fuller has said t}
to receive such a
ACMUI have commen
issue?

MEMBE

CHATIR
didn't hear who i
MEMBE
CHATIR
MEMBE
- I think I under
saying that if ij

the entire rule w

we're talking abo

D

Subcommittee has Jjust made the

at we stay with the FDA language as

q

lted in the recommendations, and Mr.

nat the Working Group would be happy
recommendation. Does anyone on the

ts they would like to make on this

R ENNIS: I do.

MAN ALDERSON: Identify, please. I
Tt was.

R ENNIS: Ron.

MAN ALDERSON: Yes, Ron.

R ENNIS: Yes. For Mike, Jjust so -

tand, but just to be clear. Are you

>

ends up going down that pathway,

ould have to be republished or just

t the one section of the discussion
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but the rest coul

MR.

forward.

MEMBE

another comment t

CHAIR
MEMBE
Steve, in particu
is Dbecause whi

recommendations,
sometimes accept
along. And it ho
we might at the
monkeywrench into
knows how 1long.
something that mi
know, convinced t

CHAIR

MEMBE
language as is b
we're trying to m
regulation, becau
the

in regulatiq

effective regulat
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il go forward?

'ULLER: No, the rest could not go
R ENNIS: Okay. So could I make
hen?

MAN ALDERSON: Yes, please. Go ahead.

R ENNIS: I'd like to hear then from

lar, about how important this issue

le giving ideally our perfect

I do Dbelieve that we need to

some imperfections to move things

nrifies me, frankly, to think that

l1th hour and 59th minute throw a
this proposed rule process for who

So I'd be reticent to support

gpht do that unless I could be, you

hat it's really important.

MAN ALDERSON: Yes, go ahead, Steve.

R MATTMULLER: I'd like to keep the

cause I think it's important that

ve the NRC in the direction of good

®

e I really think if this phrase was

N

ns it would make for much more

ion for the NRC. However, I think
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n issue with regards to the scope
And the initial scope in regards
generator I believe was scope of

not necessarily the testing

Y s

e a pretty strong hunch that even

inguage as 1s, the rulemaking group

-y

this idea, too, we'd 1like to

ut it's outside the scope of the

tnce, it's not going to work. And I

th that because I agree with your

I do not want this proposed

elayed at all. I guess I would like

tre, if -- the chances are of this -

language being deemed outside the

ULLER: Well, I think I can't

he Working Group at this point, Mr.
Ild just have to repeat what I said

11 happily receive whatever

ve receive. Then we will come

king Group, and that Working Group

said, folks from our Office of
people from -- folks from the
others, as well as the Program
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Office, the Medic

we'll have to mak

not it's in the
it's not, and thq
not it's in the
notice the rule ag
we should send if
path that's been
the Commission t]
do. So I don't w3
dead issue at th
predict today exa
we could all
considerations wi
picture. I hope tI
all T can say at
CHAIR
issue as I have
items in rules th
follow the FDA
general rules. I
likely to run afoj

heard what will

either of two way
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IJ

1l Team folks, and we will look, and

-l

a determination about whether or

B within the scope. I suspect that

n we'll have to decide whether or

H
M

est interest of everything to re-

1d send it back out again, or whether

along —-- send the rule along the

charted along with maybe a note to

jat this something that they could

it's not a

nt to try to prevent

is point, but I would not want to

iictly what might come, but I think

assume that the appropriate

L1 be addressed looking at the big

jat helps, but that's probably about

this point.

MAN ALDERSON: So to reiterate the

neard it, because there are other

q

't already exist indicating that to

in blanket 1s contrary to other

d

igree with the concept that this is

11l of the Working Group, and we just

happen if that happens. It could

1]

but we run a risk that the entire

’
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rulemaking would }
I do believe that

to whether we woull

recommendation, (
language in th¢g
recommendation.
VICE
CHATRN
VICE
Zanzonico.
CHATRN
VICE (
-— 1 mean, Steve
surprisingly, Mr.

point. And if I uf

voiced some flef

S

eliminated this a

]

in our general cof

for future congf]

consider compli

fa:

q

regulations on p
made that point ¢
of a recommendatil

respond to it in

or
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e rolled through another cycle. So,
we now have to make a decision as
d wish to keep this language in the

whether we would remove this

interest of the rest of the

THAIRMAN ZANZONICO: Dr. Alderson?

AN ALDERSON: Yes, Dr. Zanzonico.

CHAIRMAN ZANZONICO: This 1is Pat

(AN ALDERSON: Yes.

[HATRMAN ZANZONICO: Could I suggest
was the driver on this point, not
Mattmuller was the driver on this
he

iderstood from the last comment,

ibility on the point. So 1if we

a recommendation, but included it

ments, not as a recommendation, but
lderation by the NRC that they
ance or conformity with FDA

irent breakthrough, we would have
n the record, but not in the form
on. So the NRC would not have to

the current rulemaking cycle, and
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ire re-noticing the rule; yet, we

that point on the record in other
rion form. Would the Members of the

articular Mr. Mattmuller, deem that

MATTMULLER: Yes, I would.

LANGHORST: This is Sue Langhorst.

nink our recommendations are our

and the NRC can choose to accept

t them. So I don't think 1t'll be

ve have it as a recommendation.

ENNIS: This is Ron. I would

D

you just suggested, Pat.
(AN ALDERSON: Others?

COSTELLO: This is Frank. Can I ask

AN ALDERSON: Yes.
COSTELLO: Okay. I'm still troubled
within the without the

S scope,

rking Group. If the Working Group
1at this was within the scope and
could they just adopt it without
ULLER:

Theoretically vyes, Frank;
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however, that's n
it's clearly outs
MEMBE
Group decides it'
it's a bad idea,
MR. F
MEMBE
becomes if the Wo

scope, but they {

is that how ws
it?

MR.
immediate path.

MEMBE
outside the scope¢

MR. F
in the Draft Fina
out and I beliewvq
my —-- we have an
me. In other word
Staff could make
Commission have
MS.

H

MEMBE
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®

t like -- that can't happen because
1de the scope.

R COSTELLO: Okay. If the Working

-

D

outside the scope and they think

N

an they just reject it out of hand?

PLLER: Yes.

R COSTELLO: Okay. So the problem

rking Group thinks it's outside the

hink it's a good idea. Is that the

would wind up having to re-notice

FULLER: Yes, that's the most

R COSTELLO: That they think it's

but it's a good idea.

ULLER: And we would have to propose

1 Rule to the Commission that it go

it would be re-noticed. I've got

q

yttorney sitting here right next to

would that be a decision that the

=14

to re-notice the rule, or would the

b vote to re-notice the rule?

PUSEMAN:

I have

R COSTELLO: Okay, so it would not
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MEMBE
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MEMBE
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then that is a pny
MEMBE

the Commission w]
is, but with the {
Commission either
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Commission would
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Commission, the Staff could decide
counsel would have to at least
Commission. Correct?

microphone comment)

COSTELLO: Okay.

USEMAN: So you would probably want

ssion a head's up before you even
rhat route -
COSTELLO: Right.
DUSEMAN : -— a proposed rule to go
because if it's outside the scope
bposed rule.

COSTELLO: Okay. Could it go up to
th the ACMUI recommendation as it
taff not accepting it, and then the

accepts it or they don't accept it?

ILLER: Yes, and that's exactly what
proposed rule with regard to
at's exactly what the Commission

COSTELLO: Okay. So that the

f we went that path, we would still

recommendation 1in there and the

decide, and they would not have to
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go out for commen

MS.
The Administrativ
notice and commer
of what the Comm
should be adopf
position, becauss
has not received
comment on, then
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would be in favor

MS.

==

yourself for the
MS.
Houseman with 0OG(C
MS. H
MEMBE
want to delay the
CHATIR
Members of the A(Q
with a compromiss
they would not.
and ths

comments,

a vote on this Q¢
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T any more.

DUSEMAN: No, that's not the case.

D

¢ Procedure Act is going to require

L on that proposed rule regardless

ilssion's position is on whether it

ed, regardless of the Staff's

if it's something that the public
notice of and an opportunity to
you can't just go out and adopt it.
R COSTELLO: Okay.

In that case, I

of withdrawing the recommendation.

IOLIDAY: Esther, can you identify
rourt reporter?
HOUSEMAN : Yes, this is Esther
OGLIDAY: Thanks.
R COSTELLO: I regret it, but I don't

rule any more.

MAN ALDERSON: So we seem to have
MUI who believe that they could go
and withdraw, and others who said

So I'm going to ask for other
h I'm going to try to bring you to

ccause this 1s a pretty important
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qgquestion and has

here in limbo at t

issue?
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Mattmuller,
of moving it to
lot of

mean, a

direction was tq(

regulations that

practices in nucl

Even if they
contemporary  con
continue. It's j

still be a little
perspective, 1if
medicine, so I'm
of delaying this
is just so unpald

give or create a

somewhat reluctan

about this, b
recommendation.
CHAIR

accept moving it

again|
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]

sort of the whole rule floating out

he moment. Further comments on this

H MATTMULLER: This is Steve

I'm in favor of Pat's suggestion

A general comment. Primarily I

my impetus for pushing in this

have the NRC to have relevant

eflect accurate practice or current
car medicine and nuclear pharmacy.

lon't adopt our language those

pliant ©practices are going to

ust that the NRC regulations will

bit out of touch. So from a safety

still Dbe in nuclear

1J

will safe

-— you know, with the possibility

whole process Jjust one more month

table, I really don't even want to

chance for that to happen. So it's

T,

as you know I've been passionate

it I would agree with Pat's

MAN ALDERSON: And, Frank, will you

to a general comment?
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problem?
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The o
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you're ]

comments oOr reco

capture that for ¢

So either way you
in this rulemakin

CHAIR
you willing to p
think we're -
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motion is to remo

adopt the parent &
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specif
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R COSTELLO: Absolutely.

MAN ALDERSON: Mike Fuller, if this

ieral comment, does this remove the

ULLER: Yes, I believe so. Again, as

is something we were going to say

®u move it to the general comments,

ar in the final written report that

LT general comments are not

f the ACMUI, and then that would be

ther thing to keep in mind is once
lecord whether it Dbe in general
mmendations and so forth, we will

onsideration for future rulemaking.

it will be captured, and if not

go,

y, in a future rulemaking.

MAN ALDERSON: So, Pat Zanzonico, are
ut your motion out there again? I
CHAIRMAN ZANZONICO: Yes. So the

ve as a recommendation that the NRC
reakthrough limits for radioisotope

ied in the relevant FDA-approved
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recommendation, 1
motion.
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discussion before

CHAIR

those in favor?

CHATIR
MEMBE
CHAIR
and that means
recommendation pa
comments
notification in t
are in the genera
So that took care
The o
before us that we
onto these two po
this issue of Boa

a number of comj

section|.
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remove that as a recommendation and

t to that effect, but not as a

m the general comments. That is the

NMAN ALDERSON: Okavy, further
we decide to vote on this?
(No response)
MAN ALDERSON: Hearing none, all

(Chorus of ayes)

MAN ALDERSON: Opposed?

R LANGHORST: Nay.

MAN ALDERSON: That's one vote nay,

that the ayes have it, so this

J

sses, and it will go to the general

And there will Dbe a clear

he whole document that things that
1 comments are not recommendations.
of those two points.

me point that we still have pending
haven't resolved because we got off
nts when it was being discussed was

il

rtd certification, and the fact that

rlenters suggested that that issue
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needed further d

included. So, M
withdrawn at this
with the approval
MEMBE
CHAIR
MEMBE
CHATIR
MEMBE
rewrite to Pat, [
that point, but I
is put in genera
recommends that ]
these individuals
recognition on wa|

CHAIR

making that as a

MEMBE
motion. I don't
language, or you

CHAIR

read the language
MEMBE

if you've had a ¢
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ilscussion, and wasn't ready to be
[r. Fuller, if that 1issue were
time, would that cause any problem

of the rule, the recommendations?

R LANGHORST: Dr. Alderson?

MAN ALDERSON: Yes.

R LANGHORST: This is Sue Langhorst.

MAN ALDERSON: Yes, Sue.

R LANGHORST: I did send a slight

r. Zanzonico and to Ms. Holiday on

think that could be something that

I comments also, because it mainly

NRC consider providing guidance on

who are Board Certified before NRC
/s they can become authorized.

MAN ALDERSON: All right. And are you

motion we should consider?

R LANGHORST: I'm making that as a

know if you want to look at that

want me to read the language?

MAN ALDERSON: I think you should

to us, please.

R LANGHORST: And, Pat, I don't know

hance to look at it.
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it now, Sue.
MEMBE
that, I'll go ahe
VICE
MEMBE

that back up. S
recommended the

impact individua
individual." Tha
recommendation. T

for inclusion in

Draft Final Rulel

NRC Staff considdg

1556, Volume 9

individuals with
NRC Board recogni
CHAIR

nicely done. I ti

that i1s what wodu

\\'E

clauses as a

statement, and th

to consider guida

that?
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CHATRMAN ZANZONICO: I'm looking at

R  LANGHORST: If vyou're okay with

ad and read it.

q

CHAIRMAN ZANZONICO: Yes, please do.

R LANGHORST: All right. Let me bring
I wrote, "The ACMUI previously

dlate of the certifying Board not

ls seeking to Dbe an Authorized
Tt was the 2013 number 8 ACMUI
his recommendation was not accepted

the Draft Proposed Rule and the
The Subcommittee recommends that
r providing guidance in the NUREG-

hpdate to licensees on the ways

these Board Certifications prior to

tion may seek authorization.

AN ALDERSON: Sue, I think that's

Nink that much of the beginning of

1d usually come under one of the

fhereas’’. It's 1like a background

D

actual idea 1is to for the NRC

ce on this issue. Do you agree with
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wording is.
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LANGHORST: Yes, but I thought it

t we have made that recommendation
T

not accepted by NRC Staff, so

0 be clear and in general comments
information.
(AN ALDERSON: Yes.

LANGHORST: So you want a whereas

(AN ALDERSON: Well, that's the way

often worded. It's background, for

uld say for background if you don't

s, and this, and this happened in

e, we at this time would, you know,

IRC consider guidance, and then you

rds in with it.

LANGHORST: Well, since it's not a

can work with Pat on what that

CHATRMAN ZANZONICO: But, Sue, if I

tter part of the statement which I

excellent 1s 1in the form of a

1d I think it merits being included
include those

ations. Whether we

s 1n the bulleted point or in the
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the recommendatidg
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Draft Final Rule
accordingly.
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think in interest
should try one
language this is
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on that. So, Pat,

VICE

just parrot the 1
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you know, is debatable, but I think

last sentence as an actual
worthwhile.
LANGHORST: Okay.

ILLER: Just for clarification, this

r're fine with that, as well.

(AN ALDERSON: And, Mike, does this

as a recommendation, does that

re document as the previous issue

FULLER: No, because you're

we develop the guidance and we will
it.

I mean, our in other words,
n to develop guidance and so that
ered as a recommended change to the
language, and it will be handled

IAN ALDERSON: Okay. All right. So I
of coming to a conclusion here we
bre time to agree on the sort of
oing to be, and then we should vote
do you want to take a shot at it?
HATRMAN ZANZONICO: Yes. And I would

1st sentence in what Sue just read.
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CHAIR
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recommends that NRC Staff consider

D

¢ in the NUREG update for licensees

[viduals with Board Certifications
Board Recognition date may seek
And that would replace the

the Executive Summary that read,
recommends the date of recognition
lertifying Board should not impact

forth and so on.

ALDERSON: Yes.

CHATRMAN ZANZONICO: That the last

1

sue's writeup replaces that

MAN ALDERSON: Sue, will you accept

R LANGHORST: Yes.

MAN ALDERSON: Other comments from

UL
(No response)
MAN ALDERSON:

Hearing none, let's

n favor of accepting this approach

(Chorus of ayes)

MAN ALDERSON: Opposed? Abstentions?
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those were the 1

Mr. Fuller now, art

Staff relating to

MR. F

other issues. And
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comment, or a meq

make a comment.

CHATIR|

where I intend to

Staff have made

to go back to men
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has so patiently |

before, SO wou

themselves and mall
OPERA/]

record your name |]
or ask a question
ahead, Ralph, you

MR.
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(No response)

IAN ALDERSON: Hearing none, that is
Thank you very much. I believe that
sues that we had pending. Back to
e there other comments from the NRC
other issues in the document?
ILLER: No, not related to any of the

I will remind you, Dr. Alderson, I

1 this teleconference there was a
ber of the public that wanted to
(AN ALDERSON: Yes. In fact, that's
go now given that the ACMUI and the
nheir comments. So I would now like
bers of the public who might be on
icularly the member who was —-- who
vaited 1f they're still on the line
d that member please identify
te their comment?

'OR: And just a reminder, hit *1 and
L f you would like to make a comment
We have Ralph Leito queued up. Go
r line is open.

ITO: Thank you. I wanted to support

NEAL R. GROSS

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

T REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433



the Committee's r
date of recogniti
but had a
recommendation
- dealing with th
My qu
the issue the fac
the FDA-approved
sounded like it d
MR. F
Leito, but I thi
that we have no
somewhat B
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requirement?
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gcommendation regarding eliminating

n by the NRC of Certifying Boards,

specific question and maybe

egarding the item regarding

D

¢ breakthrough limits.

rpstion is to Mr. Fuller. Mike, 1is

t that the recommendation specifies

package insert? That's what it

ealt with.

ULLER: Yes, that's part of it, Mr.

hk based upon the recommendations

w received, I think it might be

FITO: Well, 1if they take this out

ilon and just a comment, does that

remove any type of reporting

LLER: No, the reporting requirement

EITO: But it would the criteria

1d be removed. Correct?
+

microphone comment)

ULLER: Yes, the criteria is what is

rule. That has not changed, and it
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ro be changed. That's why B

RITO: Well, the limits I mean,
riteria for reporting is the action
Correct?

ILLER: Correct.

LITO: So you're saying it has to be
re not going to specify what is the
rting.
ILLER: No, it's already in the rule.
roposed to be changed; therefore,

the current rule, the one that's

lay .

FITO: But there's not a specified
-- for other generators that would
LLER: Correct. Those would be —-- we

elop customized licensing guidance

FITO: I guess my question would

uestion to Mr. Mattmuller regarding

(AN ALDERSON: Please do.
ITO: Steve, would -- if they remove

n referencing the inserts and said
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nufacturer's recommendation or 1if

cified say in the U.S. Pharmacopeia

appropriate?
R MATTMULLER: In my mind yes, it
ilate, but I think in reference to

Fuller has made previously 1in

bpe of the rulemaking, that it was

in the direction of frequency of

the the

ly for or only for

erator, that it never addressed the

And then for our recommendation
push them towards what the actual

11d be especially for the rubidium

hen that would also include any

that would come along and would

gulate on a very timely basis. So

emotionally in favor of our

iven the big picture of trying to
I'm

along, willing to make it a

FITO: I can understand not wanting

mother 10 years.
ff the —— I have a question regarding

ge 3 of your recommend -- I think
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leted recommendation where you said
guess addressed to probably Sue

that the wording got reversed on

4

n. Does that mean your first quote

to be reversed with the other one,

opmmendation 1is, "A licensee shall

from patient intervention." Is that

nending, or the quote above it?

CHAIRMAN ZANZONICO: No. And, Sue,

wrong because I don't want to make

What we're recommending is the

icensee shall report as a medical

nistration requiring a Written

's less inclusive than the second

that first quoted statement that

ITO: So that would mean if it —-- 1if

not requiring a Written Directive

it. Only medical events requiring

lve have to be reported. Is that

LANGHORST: Dr. Alderson, may I

D

Langhorst.

(AN ALDERSON: Please go ahead, Sue.
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LANGHORST: Okay. Ralph, my point

point that Mr. Fuller was making,

in the Draft Final Rule should not
previous rule because they did not

lng in the Draft Proposed Rule. The

le, the wording is that first one,

¢t issue with is that NRC proposed a

ad the wording, "A licensee shall

tdical event any administration

ten Directive," and so on. They

B

s late date change it back to what
ays without public comment on that,

this change. I don't think anybody

and they shouldn't then revert back

before. So that was what I was
[[EITO: Okay, because I -- if I'm
5 first statement which vyou're
they should keep, 1f I had a
istration, intended to be a

stration and they ended up giving a
d the dose level reporting for a
wouldn't have to report it because

a medical directive.
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R LANGHORST: A Written Directive,

was proposed in the Draft Rule. So

it document of the Draft Final Rule,

and it's about -- near the top. NRC
what their proposing to change from

in the Draft Proposed Rule. And I

D

was significant enough that that

omment again. So that's why we were

f NRC returning to the current

®

n the current regulations but what
the Draft Proposed Rule.

HKITO: Okay. I understand your point

nd it interesting that there's

ical events that would not probably

rd now.

R LANGHORST: That's correct.

MAN ALDERSON: Other comments?

EITO: Thank you.

MAN ALDERSON: Other comments?

Mr. Leito?

[ITO: Appreciate the opportunity to
get some clarification.

I Are there

AN ALDERSON: Thank you.

the public who would like to make a
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IM: Yes, hi. Can you hear me?

MAN ALDERSON: We can hear you.
purself.

IM: Yes. My name is Yungmi Kim, and

Pharmaceuticals. I wanted to thank

e the review of the ACMUI and the
raining and experience requirements
, but are disappointed that the

does not include a change to the

requirements to allow the

g

oncologists to become Authorized

rum and other stakeholders request
r the 700-hour requirements to 80
sodium iodine I-131. We would like
ssion to wait to finalize this rule
\g —— following the March 17th-18th
the appropriate level of training
these

for therapeutic

A%

Thank you.

(AN ALDERSON: Comments? It 1is my
1 fact we are going to discuss that

1 meeting of the group.
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'M: Okay, thanks.
(AN ALDERSON: Other comments from
Kim?
(No response)
(AN ALDERSON: Hearing none, are

rs of the public who would like to

ASTELLA: Dr. Alderson, can you hear

AN ALDERSON: I can hear vyou.

please.
ASTELLA: This is Michael Guastella,
utive Director of the Council on
Radiopharmaceutical. And I'd just
eiterate and reinforce what Yungmi
CORAR is also disappointed that
d not include a change in the 700
been a number of stakeholders that
hat the ©NRC 1lower the 700-hour
nething approaching the requirement
eve that's approximately 80 hours.
the

50 —-—- CORAR would also wurge

it to finalize the Final Rule,

rt following the March 17th-18th
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the appropriate level of training

experience, excuse me, for these

pharmaceuticals to what we believe

D

access to these important drugs.
ch.

MAN ALDERSON: Yes, thank you. Given

, I'm going to ask for —-- if there's

comment. This would be the last

5 there another person on the line
ak?

TOR: We actually have no further
wblic.

MAN ALDERSON: No further members of

I believe we are at the point in

ere the NRC would like to make some

b I think this is back to the NRC.

R LANGHORST: Dr. Alderson, this is

MAN ALDERSON: Yes, Sue.
R LANGHORST: Don't we need to vote
rt?

MAN ALDERSON: You're quite right.

a mistake on my part.
R LANGHORST:

Okay, just being there
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MAN ALDERSON: Well, thank you, a

louisans staying together on this

re right. So having completed the

I

tened to the public comments we are

on the recommendations as amended

m. All those in favor?

(Chorus of ayes)

MAN ALDERSON: Are there any opposed?

tentions?

(No response)

MAN ALDERSON: Hearing none, then the

$ amended are approved.
believe that we are ready to turn

ack to Mr. Bollock and the NRC who

ey'd like to go over with us.

LLOCK: Thank you, Dr. Alderson. And

objective of today's public

5 to hear from the public any views

J

'y on Cumulative Regulatory Effects
red to as CRE. We are interested
learing from members of the public

ther or not the proposed 180-day

riod is adequate. We received a few
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ssue when we published the Proposed
another opportunity for members of
ress their views on whether or not
equate amount of time to implement
or after they

> they are published,

AN ALDERSON: So, Mr. Bollock, are
t you would like the members of the
1 at this time to comment on that
LLOCK: If there are any members of
call at this time who would wish
we are prepared
yes.

IAN ALDERSON: Are there any such
1de? Are there any members of the
e call?

'OR: Showing nobody queuing up at
IAN ALDERSON: Nobody queuing up. Mr.
that there are no more members of
call.
LLOCK: Thank you.

AN ALDERSON: So I think we cannot
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rular issue with the public at this

DLLOCK: No, we Jjust wanted to open

pmments if they had any.

MAN ALDERSON: Okay, so there were

-y

made. Are there other items of

pught before this conference call?

(PLLOCK: No.

R COSTELLO: Yes, this i1s Frank.

MAN ALDERSON: Yes, Frank.

R COSTELLO: I should have spoken up

nembers of the public suggested that

1blished in final until the -- after

ind 18th meeting of the ACMUI to

nmmendations of our Subcommittee on

g for alpha-emitters. I think that's
st that we have the Subcommittee,
ihat the purpose of the Subcommittee
ule is already gone and they can't
it, so I would think if we waited,
ke I guess two months I guess it
ubcommittee to report, I think we'd

ic a service by doing that. End of
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MAN ALDERSON: Yes, 1t has fairly

\

R COSTELLO: Mike, could you speak

AN ALDERSON: Mike Fuller, would you

ffect of that if that were to be

BOLLOCK: Actually Mike or I could

basically the reason we don't want

ecause what we have now 1n the

that the current rule would give

year with, you know, after vyour

md comments are vetted and reviewed

D]

roup and we send that up to the

ey vote. It can go out within month

ding the rule until after the March
1ng would not -- it would delay the
cew months to then put it up to the
lything that comes out of that would
proposed because it's outside the
ifle.

To be proposed, goes through

rome back as a final, go through
reviewed by you, be reviewed by the

and would be delayed two years. So
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ave now which we're months away and
vetted for the past few years we

rhat on hold for one new thing.

COSTELLO: This is Frank. Then in
lraw my comment. Thank you.
AN ALDERSON: Thank you, Frank. I

ight thing to do. And I don't think
S —-- he has withdrawn the comment

ro comment further on the fact that

a comment to make at this time.

ere any other items of new business

D

Committee or the ACMUI today?

(No response)

IAN ALDERSON: Hearing none, is there
rn’?

ZANZONICO: Motion to adjourn.

IAN ALDERSON: Sure. And I don't
rcond. All those in favor?

(Chorus of ayes)

IAN ALDERSON: Thank you everyone for
ent, to to

the ACMUI, the NRC,

nce call today, and hopefully now

move forward with this important

aking.
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Thank|| you, everyone, and I believe that
ends the calls.
(Wherigupon, the proceedings went off the

record at 4:21 p.m.)
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Ms. Sophie Holiday

Advisory Committee on the Medical Use of Isotopes

Subcommittee on Training and Experience for Alpha and Beta Emitters
Office of Nuclear Material Safety and Safeguards

U.S. Nuclear Regulatory Commission

Washington, D.C. 20555-0001

Dear Subcommittee Members:

As you are aware, the Nuclear Regulatory Commission (NRC) regulates the medical use of
radiolabeled products to treat cancer and other life threatening diseases. The NRC’s regulations
require that a physician treating patients with a therapeutic radiopharmaceutical must be licensed
as an “Authorized User.” My office has heard from patient advocates and physicians about the
shortage of Authorized Users and the barriers to patient access to these life-saving cancer
treatments such as Zevalin, a beta-emitter treatment for patients with non-Hodgkin’s lymphoma.

The NRC’s proposed rule on the “Medical Use of Byproduct Material—Medical Event
Definitions, Training and Experience, and Clarifying Amendments” (RIN: 3150-AI63 [NRC-
2008-0175]) intended to address related issues, including shortages of authorized users, the
classification of radiopharmaceuticals and associated work experience requirements. In its
rulemaking, the NRC specifically requested comments on whether its regulations “discourage
licensees from using certain therapy options or otherwise adversely impact clinical practice, and
if so, how.” On March 2, 2015, I offered my comments as a physician and as someone trained in
the Medical Effects of Ionizing Radiation by the Armed Forces Radiobiology Research Institute.
However, on December 29, 2015, the NRC released its draft final rule, which failed to include
any changes to the training and experience requirements for authorized users of therapeutic
radiopharmaceuticals.

I write today to restate my concerns with the burdensome Authorized User requirements and to
request ACMUI work to establish a more equitable training requirement for physicians wishing
to administer therapeutic radiopharmaceuticals, in order to ensure patient access to these drugs.

The NRC’s current regulatory framework requires that most hematologists and oncologists who
want to become Authorized Users must complete 700 hours of training and experience, including
a minimum of 200 hours of classroom / laboratory training in radionuclide handling techniques.
This training requirement has created a shortage of Authorized Users able to administer
therapeutic radiopharmaceuticals, particularly in the community oncology setting. Outside of
major academic medical centers, patients sometimes have to travel great distances in order to
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find Authorized Users able to administer these products. For patients living in rural areas,
especially elderly patients with mobility difficulties, these barriers can be insurmountable. The
regulations have the effect of limiting the treatment options available to these cancer patients.

The Spring 2016 ACMUI Meeting on March 17" presents another opportunity for the NRC to
address the current shortage of Authorized Users able to administer these anti-cancer therapies.
By creating a training requirement commensurate with the precautions necessary to administer
these products, the NRC can ensure that products are handled safely and appropriately, while
ensuring all patients can access these treatment options. I understand that there is precedent in
the NRC regulations for reduced training and experience requirements for products that pose
minimal safety and handling risks prior to and after administration. For example, the regulations

require only 80 hours of classroom and laboratory training in order to administer oral sodium
iodide I-131.

As the Committee reviews the subcommittee report on Authorized User training and experience
hour requirements for alpha- and beta- emitters, I strongly urge the you to seriously consider the
information provided regarding the shortage of Authorized Users able to administer alpha- and
beta-emitting products, and to make a recommendation to the NRC that reduces the training and
experience requirements to a level appropriate for these lower risk products. This will increase
access to critical, life-saving therapies without exposing patients or providers to any significant
risk.

I appreciate your consideration and look forward to being updated as the process moves forward.

Sinc%el,

Joe Heck, [2.0.
MEMBER OF CONGRESS

cc: The Honorable Fred Upton, Chairman, House Committee on Energy and Commerce

107



