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Hor a meeting this fall, I had no
wld fall at the very same time that
er husband and three grandchildren,
South America for the last several
Hime they could visit at St. Louis

It's actually spring vacation week

res, where they live.

len I found that out, and we had
ough the decision process of my
rom the Chairmanship, I really

s ceremony being the primary reason
e, this probably wouldn't be a time
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ol able to set up this call in this
I do want to thank all of my
ACMUI who have supported the various
were Jjust told about that, things
and did during the time that I was
privileged to serve as your Chair.
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le who I think deserve some special
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hlestro and his team as they move
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ontinue to serve for a long time.
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and the government.
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regulation and
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inzonico was my Vice Chair, and Pat

rrtise to the process. And to all
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was official business and the NRC
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1

4 very interesting trip.
bst interesting sites. This very
llve memorial testifies to the fact
m Semey unfortunately suffered from
is at the very far eastern tip of
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hstan's a very large

1 at just beyond 20, 30, 40 miles
he western tip of Mongolia, to give
tre this is. This unfortunately was
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taking place at that testing site.
the people in Semey and in
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the top with its power breaking
ture of the protective barrier all
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hose images are at the very bottom.
lptor has created the image of a
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rrom the radiation.

really I think makes an impact on
> suffered. And other people in
he world, and we all know about
rnobyl and places like that.
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e problem in this regard, because
Chemical Company was one of the
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s during the World War II time when
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nen that was over,
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1th the Kazakhstan memorial to make

Just have to keep considering these

e that that is our strongest goal.
I don't want to belabor these
hat the memorial is a very beautiful
to what's
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Was a pleasure, a privilege to be
Ible to see it.
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jou. I certainly think now with Dr.
ter in charge, you have a great new
I know that the NRC is very engaged
f problems that we've discussed. I
good track.

And T wish all of you,

best and future success 1in your

Thank you very much.
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Darlene. And I'd

guidance you've
think I've known )
you for other so
Radiology and th
been in.

But ¢
been a role mode]
great person to
wish you the best

DR. A

CHATR
very much, Phil,

DR. A
Bye bye.

CHATR
going to move aloi
is going to
brachytherapy lic

DR.
Today I'm going

yttrium-90 micr

26

AT.DERSON : Thank vyou very much,

@ mutual pleasure.

CHAIRMAN METTER: Phil, this

also like to thank you for all the

jiven me over these past, I don't

yjou as long as Chris, but I've known
dieties with the American Board of

e other different societies we've

hank you very much. You've always

| for me, and you've really been a

llook up to. And thank you, and I

ILDERSON: Thanks, Darlene.

NAN PALESTRO: All right, thank you

1it's been a pleasure.

ILDERSON: Great, have a great day.

NMAN PALESTRO: All right, we're

1g now, and the next topic, Dr. Tapp

present on Y-90 microspheres

ensing guidance. Dr. Tapp.

IAPP : Thank vyou, Dr. Palestro.

to talk about an update to the

dsphere brachytherapy licensing
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lide, please.

three topics to cover today.

First, I want to tlalk about the status of the current

revision
agreement states
licensing guidangd
evaluation of me
yvttrium-90 micrdg
earlier this year

And
comprehensive trg
associated with
Next slide.

So tg
the current work
As you may remem)
licensing guidanc
public comments.
public comments
guidance.

In ad
Part 35 rule wag
that is going to
So right 7

year.

Agreement States

that the NRC and the

organization of
hre working on, Revision 10 of the
e . Then I want to talk about an
dical events associated with the

spheres that the NRC conducted

then a future project on
ining and an experience evaluation
yttrium-90 microspheres 1licensing.
start, we're going to talk about
on updating the licensing guidance.
last January we submitted the

Her,

in the Federal Register asking for

[4)]

This is the first time we requested

on a 10 CFR 35.1000 1licensing
dition, in July, as we all know, the
finalized and was published, and
become effective in January of this

iow the NRC and the Organization of

Working Group is in the process of
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lic comments that we received from
nt period and reviewing the final
Hlicable changes to the 1licensing
1lide, please.

e public comments, we received over
different commenters, 103 of these
So we

the same template letter.

0 different comment letters from

iduals, from societies, from

ers, and members of the public.

@jority of the commenters commented
rer training pathway. This is the
ws the manufacturers to provide AUs
leir status and to become authorized
Next

hway i1s known as Pathway 2.

majority of these commenters

Netention of this pathway allowing

to continue providing this training
neir reasoning is that manufacturers
ilence and can provide consistent
can keep up to date with current
e status updates quickly.

stated that the

also, commenters

lat the manufacturers provide to the
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Next slide, pleas

Four
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other modalities

physicians and no
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physician practi
comments.

In ad
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certificate for 1
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ne sites promotes patient safety.
ern that there is limited training
manufacturers were not allowed to
§ to provide this training and the
find other AUs.

There is public

¢ wasn't enough training facilities

Hese reasons, again, the majority of
pathway

facturers to provide this training.

Fany
A1
.

commenters did recommend removal of
reasoning was to be consistent with
s to ensure the trainers are
t manufacturer representative. And
concerned that there was too strong
ush, and then if you removed the
ning, this would support independent
te decisions. These are public
ldition to the training experience
ls, we received public comments on
on, that they also had a comment

W American Board of Radiology Board

mterventional radiology, and wanted
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slide.
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dance to capture that.

were comments on medical events,
officer training, post-treatment
on limits, and then other authorized
llirements.

So we received a gamut

but not as many as the Pathway 2.

Fany
A1
.

g8 I mentioned that the NRC and
ire working right now to review these
the licensing guidance, as well as
md make sure we capture any changes
¢ould affect the guidance. Once we
1, we will provide that to the ACMUI
md recommendations.

11 also at that time provide the
le regions and the states for their
will be also some time, because we
gressional review on the guidance.
Jlished, there is some more steps we
e the guidance will be final. Next
w I'm going to change topics and
naluation of yttrium-90 microsphere
lat the NRC conducted earlier this

This was, the evaluation results
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the Agency Action Review Meeting to
June of this year.
evaluation was completed at the
taff after there was concern that
e in yttrium-90 microsphere medical
Next slide.

years.

rvaluation examined three specific

Htory requirements associated with
sphere use, use of post-treatment

ing dose delivery, and potential

mce trends. Next slide.
e conclusion of this evaluation,
ions were requiring post-treatment
| recommended. This was something
Jreviously had recommended to the
it require post-treatment imaging.

change in that recommendation, the

nd a need at this time to require

Adging.

was no negative performance trends
Hps identified, and it was also
ing some information from the

nat the number of medical events

N increasing over time. But this

mensurate with the increase in
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um-90 use has been increasing over
ledical events have just increased
They have not, the incident rate
me. Next slide, please.

v final topic I want to talk about
rehensive training and experience
slide. During the public comments
we received numerous comments that
\cturer representatives can provide
than AUs.

So we're allowed, for

re allowed to either have

vide training, or AUs train other

stated that the majority of
2d to keep this manufacturer
raining, but the commenters went

stven stated that that training is
dining to AU.

also was commenters stating that
Jr onsite training, that this may be
leds to be done to promote patient

Jrking Group wanted to evaluate this

hen we have had recent enforcement

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

actions and insj
possible is an AU

ordering medical

So again, the Wor
further. Next sl
The

listed in the 10
this 1s a recom
become authorized

multiple pathways

different types o

There
radiation onc
radiologist, who

So there's differ
of position the i
And ¢
manufacturer trai
clinical use trai
For
medicine physicis
that they meet th
and then they hav
the

delivery sy

clinical use for

H
4

I

If

§

If

]

1

if

K

§

t

Cou

(202) 234-4433

1

i

33

ection insights that show there
knowledge gap in written directives
event evaluation and calibration.

ting Group wanted to look into this

de, please.
urrent training requirements are
CFR 35.1000 1licensing guide, and

ended pathway for individuals to

users. In this guidance, it has
This is because there's multiple
authorized users.

medicine

S nuclear physicians,

logists, and interventional
would become users for yttrium-90.
rnt pathways depending on what type
idividual is.

nen they're allowed to either have
ning or AU training to provide the
Next slide,

1ing. please.

adiation oncologists and nuclear

ns, the general requirements are

» standard in 10 CFR 35.390 or 490,
 additional training in the use of
the and

tem, safety procedures,

the device.

NEAL R. GROSS

R

WASHINGTON, D.C. 20005-3701

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

This
which includes
manufacturer, whi
three hands-on ca

For 1
a slightly diffe
Board certified o
years of supervig
and one year of
experience.

This
diagnostic radiol
three

have yeal

experience with u

They
hours of classr
byproduct mat

microspheres. Ne
Like
work experience.
be provided by an
And they also h
delivery system,
Again

radiation oncolog

34

can be provided again by the AU,

fhree hands-on cases, or from a
¢h includes three in vitro cases and
ses. Next slide.

nterventional radiologist, there's
rent pathway. They can either be
i demonstrate that they've had three
ed diagnostic radiology experience

Jupervised interventional radiology

loes not have to be an AU-eligible
bgy experience. This is just they

s of diagnostic radiology, an

se of radiation.

then additionally have to have 80
dom and laboratory training for
erial, including yttrium-90

xt slide.

Hthe other pathway, they have to have
And this experience, though, can
AU or a manufacturer representative.
@ve to have the training in the
Jafety procedures, and clinical use.

similar to nuclear medicine and

iy, this training can be provided
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manufacturer representative at this

please.

D

g2 NRC and the Working Group may want
5 further and see if there's any
these AUs, so anything that maybe
closer to see if the training needs
dht now we're creating an evaluation
e're going to evaluate this.

orking Group now has proposed doing
porary instruction to collect more
we know when we get medical events
etimes we don't have all the data
see is it related to the training.
re talking about possibly doing an
e can go out and specifically look
the AUs involved in these medical
r yttrium-90, and then report back

roup can evaluate this and see if

11y a knowledge gap.

hen this evaluation is definitely,
Hlely done from the comprehensive
perience evaluation for
als.

was more in response to the public
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a draft guidance
This is going t
comprehensive trd
get that out, ths
implementing befo
training experien
I thi
Opening it up for
CHATR
MEMBE
question. Why is
three in vitro cd
while the AU trai
DR. T
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then be added

representative co
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lning people are receiving from the
1s training from an AU to AU. This

om the comprehensive training

've been talking about in the past.

14

ath forward, the Working Group is
n Revision 10, and we plan to issue
to the ACMUI in Fiscal Year '19.
be done before we complete the
We just want to
re's changes that we want to start
'e we do a further evaluation of the
re .

nk the next slide is the acronyms.
qguestions.

Weil.

IAN PALESTRO: Ms.

P WEIL: Just an informational

the manufacturer training requires
ses in addition to three hands-on,
1ing doesn't?

\PP: So the manufacturer pathway,
do the three in vitro cases first,
to a license. And then the
hes out and they do the three hands

o AU training, they do everything
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up front, and ther
don't have any mo
I don
MS. C
with Sirtex. Jug
the issue is you
the product becs3
actually possess
sense? See, at 1
amendment, and tHh
you can do the re
CHATR
VICE
Tapp, for your pr
a question in the
the manufacturer
the cold runs, th
on the license, a
don't complete th
Is th
plan on looking a
be a potential, a
DR. 1

that went out fo

associated with

37

1 are issued on a license. And they

re commitments.

t know.
(OCKERHAM: This is Ashley Cockerham
L to answer your question on that,

couldn't do hands-on training with
iuse vyou wouldn't be 1licensed to
the product. Does that make more
east do a cold run, get the license
21 you can order the product, then
@l cases.

NMAN PALESTRO: Dr. Metter.
CHAIRMAN METTER: Thank vyou, Dr.
e@sentation. I think there has been
past that has been brought up that
training pathway, let's say they do
e three that they do, and they get

md then they never complete or they

14

e three hands-on cases.

ere a timeframe, or what do you all
t that? Because I think that could
md has been, I believe, a problem.

'APP : As you remember, the draft
r public comments has a timeframe

it . I believe it was six months
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after they were i
training. There
Working Group 1is
appropriate.

But ¢
comments did hav
considering a tim
training is done
do a patient case
had six months.

VICE
the Devil's advoc
it and didn't do
off, do you take
the consequences

DR. T
public comment,
have applied to N
have a patient ca
provided in the 1
in vitro case im
case.

So th
there

But again,

are evaluating th
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sued on a license to complete their
ras public comments on that, and the

evaluating if that timeframe is
he draft that went out for public
 that, and the Working Group is
rframe to ensure that recentness of
before they have patients and they
the draft

So it's six right now,

CHAIRMAN METTER: So again, being
ite in the sense of let's say I did
ny . What happens to it? Do I get
me off the license then, or what's
bf not completing the training?

\PP: In the draft that went out for
t stated that they would have to
»ve more training before they could
se. An acceptable example that was

lcensing guidance would be one more

ediately prior to doing a patient

t was an example given in the draft.
was public comments on that, so we

't and it's not final.
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CHATIR
Ennis?

MEMBE
the Working Group
there's a correl

events and what t

DR. TH

out and doing a
could provide mg
right now, NMED d
CHATR
MEMBE
So in the spirit
slides of evaluaf
Requiring post-tr
So ydg
imaging, because
evaluate whether
it was a radio,
stomach or the
evaluate that by
So I
thought process (g
not recommended,

time in our insti
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NAN PALESTRO: Other comments? Dr.

R ENNIS: Just a question of whether
has the ability or has looked at if
gation within the reported medical
ype of preceptor training was done.
NPP: That's what we're hoping going
temporary inspection procedure we
re information on that. Because
des not have that information.

Dilsizian.

NMAN PALESTRO: Dr.

R DILSIZIAN: Thank vyou, Doctor.

of the medical events under your

ion of Y-90 microspheres, it says,

Hatment imaging was not recommended.
1 know, we do post Y-90 treatment
@ll times, because the only way you
it was a misadministration, whether
a Y-90 microspheres going to the
lungs is the only way, can only
post-treatment imaging.

guess I wanted to know what the
here was. And is this an official
it all the

because we seem to do

tution.
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DR. T
it's not recommen
requirement. We'
to do, it's just

That
was made based on
the current post-
not quantitativel
standard of care.

MEMBE
like to hear my
only way you wou
dose correctly in
to do imaging.
just don't under
least I wasn't pa

DR. T
the Working Groy
verifying the cat
time is really thd
of the medical
manufacturers is
check on that.

But t

the authorized us
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APP: First, I should clarify that

ded to include in, as a regulatory
re not saying it's not recommended
mot a regulatory requirement.

position was made, or that decision
an ACMUI recommendation to us that
treatment imaging does not have, is
¥ accurate enough yet where it's the
R DILSIZIAN:

I mean, I just I would

colleagues' comments, because the
1ld know whether you delivered the
the right organ, the right lobe, is
Dtherwise, it's leap of faith. I
gtand what the discussion was, at
rt of that.

APP: And to my understanding as to
b is the catheter placement and
Neter is in the correct place at the
§ only thing currently under control
And then for one of the

team.

to continuously do the contrast and

lhe catheter placement is what is in

Hr's control.

So we do require them
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to know that they
and then to do a
institution to de
they have put the

MEMBE
of that. I just

to be monitoring t

going to be able g

do imaging, that
perspective.
CHAIR
Palestro. I Jjy
comments. I mear

that you can mon
doesn't make it
another.

But c
and the potentiall
the wrong organ

post-treatment im

until such time
develop.
DR. T
MR. B

I can address a 1

41

put the catheter in the right place,
performance base. It's up to the
Hermine how they want to verify that
material in the right spot.

R DILSIZIAN: No, I understand all
wanted to say that if we're going
ledical events, there's no way we're
b monitor medical events if we don't
s all.

I mean, from a regulatory

NMAN PALESTRO: Yeah, this is Dr.

st want to echo Dr. Dilsizian's
I, there are certain medical events
iltor,

for example, 1f the activity

into the patient for one reason or

atheters do slip from time to time,
for administering the activity to
And without the

lertainly exists.

Hging, you're not going to know that

1

as the radiation complications

APP: I think Doug.
OLLOCK: This is Doug Bollock, NRC.

ittle bit further what Dr. Tapp has
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already spoken aljout.

that without some
as Dr. Palestro s
something went wr
But a
the procedures
placement. And
under 3541 that y
it's gone correct
As sk
imaging is not
qualitative infox
microsphere trea
other parts, and
And i
a, a standard PET
though it's wvery
quantify that to ]
treatment, or wag
get the full--
DR. T
but its standard
MR. B

standard SPECT th

we do recognize tl
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So we are, we do recognize
sort of post-treatment evaluation,
Hid, we're limited in how we know if
ong .

the assurance that

s Dr. Tapp said,

went correctly is the catheter

so that 1s, that's the assurance

ou've followed the procedure, that

ly.

Ik also stated, the post-treatment
standard practice to get the
mation. So for we understand with

Hments, microspheres could go to
1t could be one or two percent.

H could, any standard PET I think is
may just, it'll show in other areas,
very low levels, and you can't
now whether it was just part of the

it the catheter moved, you didn't

APP: I should clarify, he said PET
$PECT would not provide that.

PLLOCK: Sorry, yeah. So it's for

Ht you may not get that. But again,

lat, and this is why we ask that the

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

guestion came in
consider making
that post-treatme
Now,
initial review, |
that the treatmer
going to get the
with the verifyin
the activity, the
the wvials and cl
assure that the t
With
afterwards would 1
Now, we do re
understanding the
MEMBE
to address this.
understand the px
following is the
is in the right p
the lungs and pat
has stomach ulce
catheter is in th
Techn

the physician did:

43

and we looked into it. Should we
it a regulatory requirement to do
mt imaging?
again, we still relied on our
‘hich is catheter placement assures
It 1is going to get, the patient is
treatment as it's intended. That

y the activity, you know, they got
dose that was intended by monitoring
lecking the waste because that'll
reatment is correct.

the whether or not there's a scan
ot prevent an event from occurring.
Jognize it doesn't help wus in
m what happened or not.
R DILSIZIAN: No, no, I just want
One this is to place a catheter, I
what we're

bcedure. But remember,

way the microsphere goes. The cath

lace. However, if the dose went to

lent has fibrosis, lung fibrosis or
, you would not know that. The
e right place.

1cally, it was the right thing, but

1't do the right dosing, perhaps, or
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it went to the W

adverse events h4g

catheter or where

MR.

=

3
There are other p{
don't want to gf
medicine and whall
follow-up will be

DR. T/
more performance
institution based
if they're going
they're going to
different methods
the top of my heajq

But I
really relying o
ACMUI.

There has

it's increasing,

treatment imaging|.

17}

that we would takg
to focus most of
report from the A(

CHATRN

if I understand vy

44

rong. So patient management and

ve something to do beyond just the

the radiotracer is going.
OLLOCK: And we recognize that.
tient follow-up, and this where we
2t too far into the practice of
rt the doctors determine what the
to determine those type things.
\PP: As of right now, we leave it
-based. So it's up to the
on what instrumentation they have,
to do it during a follow-up, or if
do it with an imaging system, or
that I don't know of right now off
1. Such the two I know.
will say the staff's evaluation was
the 2013 recommendation from the
been updates to imaging, as we know
especially for yttrium-90 post-
So if there was a change here
a different look at it. I do want
our evaluation was focused on the
[MUI in 2013. So it's.
(AN PALESTRO: And Dr. Tapp, I guess

obu correctly, and what Mr. Bollock
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is saying is tha
treatment imaging
the fact that the
or organs, there'
of activity with
really can't dete

event. Is that c

DR. TH

imaging capabilit
can quantify that
coming out now

standard SPECT, i

MR. P

MEMBE
but I think the d
think this part
guidelines, in my
properly.

You |

post-treatment im
like say, maybe
suggested or some
be probably much

CHAIR
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even though we can do the post-
and even though we may appreciate
activity has gone to the wrong organ
no real way to quantify the amount
SPECT imaging, and therefore you
rmine whether or not it's a medical
prrect, is that fair to say?
\PP: There are currently, there are
les out there and new software that
is coming out in research and it's
But with

ro clinical practice.

is not quantitative.

\LESTRO: Mr. Ouhib.

¥ OUHIB: Yeah, there is some work,
osimetry is not quite accurate. I
should be 1left to the practice
opinion, and that's where it fits
now, I was looking at requiring

ging was not recommended, and I was

it should be not mandatory, but

hing like that. I think that would

better, in my opinion.

IAN PALESTRO: Dr. Metter.

HATRMAN METTER: Yes, thank you for

NEAL R. GROSS

R

WASHINGTON, D.C. 20005-3701

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

your comments. T
in 2013, and th
initially when Y-
liver. I'm not s

at our institutio

do split livers.

with MAA, is tha
suggestion?

DR.
requirement. It

event reporting c
guidance, we do
shunting, if a ¢
accordance with 1
would be the pret
VICE
sense of I'm not ¢
we generally treg
treat the next 1o
And
pretherapy scanni
and we've seen af
pretherapy was 14

post-treatment th

can kind of quanti
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understand the ACMUI reviewed this

lpt's been five vyears now. And

(¢

J0 came out, it was usually to whole
wre what other institutions do, but
m we do a fair number of these, and
And as far as a pretherapy imaging
t a regulatory requirement? Or a
[TAPP: It 1s not a regulatory
is, however, we, with our medical
onditions that are in the licensing
not require reporting of lung
retreatment evaluation is done in
nanufacturer recommendations, which
reatment MAA.
CTHATRMAN METTER: So I mean in the
sure what other institutions do, but
- one lobe, wait a month, and then
e .
it's interesting, because the
ng is only done for the whole liver,

our institution is that let's see

§ss than ten percent and we do do

drapy imaging with planar, which you

rate or generally get a quantitative
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with the geometri
significant lung
lobe was treated.
So I
Maybe informatior
making it regul
regarding that, vy

DR. T

that and it is, §

and 1s there. A1

a regulatory guid
VICE
information sort
help us. Because
we'd have to fol
being compromised
help in the man
involved with.
But T
sort of thing ig
helpful in futuy
something like tk
sort of thing.

CHAIR

back to Mr.

Ouhi

47

1 mean, the thing is that we did see
jhunting post-therapy after the next
think imaging, I 1like the idea.
I, a guidance in regarding to not
atory, but information guidance
ou know, would be helpful.

APP: And I, technically I have seen
post-treatment imaging is coming up
e you recommending that the NRC do
ance?

CHAIRMAN METTER: No, well, just an
bf thing, and the reason is it did
we, as far as the patient's health,
low her lung functions if she was

and things 1like that. So it does

agement of care, which we're not
think as far as maybe an information

that that can be, that would be
¢ managements for the patient or
lat. But not making in regulatory
NAN PALESTRO:

I just wanted to go

b's comment about the phrase not
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recommended. It
you're recommendi
maybe a better d
like is not requi
DR. T
choice of words,
CHATR
MEMBE
analogy here, bu
brachytherapy imp
about the cathets
sort of side by si
into the target,
Now,
about, you know,
medical event or
have put your nee
Now, vyou have n
That, what's goin

the authorized us

this 1s why t
recollection, and

that in the pract

48

almost sounds, that phrase, as if

mg against performing. And I think
hoice of words would be something
red.

APP: It would have been a better
1 apologize.

NAN PALESTRO: Mr. Ouhib.

R OUHIB: Yeah, it might be a good
t when you look back to prostate
llant, and so you know, when you think
i and you think about the needles
le, you're putting the needles right
into the prostate.

you have seed migrating. You think
the same thing happening, is that a
mot? Obviously not, as long as you
dles or your seeds into the target.
b control after that, Dbasically.
g to happen is, you know, is out of
er's hands, basically.

dhink this is really, in my opinion,
his is very appropriate. My
I don't want to be held on this, is

ice guideline, I think the imaging

was highly recomn

ended.
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This
this is one item f{
is that there's d
and what the pra
That they'll be s
In ot
here on yttrium-9
the practice guid
and so forth, I t}
we're not saying
CHATR
MEMBE
microspheres at t

post-therapy imagd

not real diagnosti

imaging or bremss
Also,
study that's requ
package insert wif
for mapping. The
the therapy 1is
They have differe
And ¢
they don't always

the microspheres

49
is, and again, I hate to say it, but
that maybe I'll leave it till later,
bt to be a work between what we do
¢tice guidelines are recommending.
ort of like consistent.

her words, in putting something in
D that is not consistent with what
elines are from ASTRO ACR and so on
nink we need to sort of sink that so
that absolutely makes no sense.

NAN PALESTRO: Mr. Sheetz.
R SHEETZ: We do both types of
lhe University of Pittsburgh. We do
ing. The imaging is qualitative,
c. You're utilizing bremsstrahlung
trahlung photons.

too, there is always a preplanning
1ired by the manufacturer on the FDA
Hh technitium-99 MAA. And so that's
mapping is done with MAA particles,
Jone with 35 micron microspheres.
mt flow dynamics.

b we have actually seen, you know,
match where the MAA landed and where

end up. And you see differences
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from the day of
the dynamics and
Cathe
of a sudden, you
went in one dire
then on the day o
So I
on a medical evd
subcommittee, th
appropriate plann
shunting and extr
catheter at that
that is approprig

point forward on

the liver or extzy

would be something

And s
therapy imaging f{
have seen where it
and so then we b
weeks to treat ag
the appropriate
represents an er
wanted to clarify

CHATR

50
planning to day of treatment where
flow is somewhat different.

ter placement is identical, and all
know, from the planning study, it
ection to one area of the lobe and
f therapy it goes in another.

vould not want that to be a judgement
bt . And I think from the ACMUI

that 1if the

4y recognized this,
ing study i1s done to look for lung
j-hepatic flow, and you position the
same location for the therapy, then
te in that any wvariation from that
distribution to different areas of
B-hepatic that were not recognized
j out of the control of the licensee.
® I think it's important to do post-
o gather further information. We
did not go to the appropriate area,
rought the patient back in several
Jain to try to get microspheres to
think that

area, but I don't

ror on the licensees. So I Jjust
that.

MAN PALESTRO: Ms. Cockerham, I know
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you wanted.
MS. Q
address Dr. Met{
actually a part
program, we actug
of years ago just
piece. Because a
planning is criti
And t
go out and procto
those proctoring
it is wvery impof
proctors, they un
we should be ther
peer to peer, MD
And d
So one

process.

be one of those

additional casd
administrations.
And t

representative be
third case for t}
that our MD physi

mapping and two d

51

DCKERHAM: Yes, thank you, just to

Her's question earlier. There's

of in Sirtex, for our proctoring
L1y surveyed our proctors a couple
when I had joined for that mapping
8 a company we actually believe that
cal.

here was confusion because we would
r three times, but sometimes one of
Hessions would be a mapping, because
And when we

ntant . surveyed our

animously said, yes, we think that
e and we should be doing, you know,
to MD evaluation of that mapping.

b that is actually built into our
1f our proctored cases may very well
planning treatments, and then two
5 would be for the dose
hen we would have a manufacturer
ing the actual sales rep doing the
nle purposes of AU, with the caveat
¢ian has already signed off after a

lose administrations, if that makes
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sense. So that w,
The

already kind of td
imaging, it was j
software was FDA-
would do quantitaf
They have a Sure

So if
the status of is ¢
sure, but how gre

now an FDA approj

the quantitative

SurePlan, and ths
blank right now,
So th

starting to se

facilities, and
starting to use tl
centers.

And s
the industry in al
not just in the b
starting to see r

CHATR

or questions? Mr

52

as my first comment.

second one was, and Mr. Sheetz
Lked about this for the post-implant
ust February of this year, the MIM
qoproved, which is the software that
Hive analysis specifically for Y-90.
Plan.

we're looking at, you know, what is
sveryone doing post-implant imaging,
@t is the technology? There's just
nal for that actual software to do

analysis. So MIM has theirs with

2 there's a second one, drawing a
RapidSpheres.
dse two are just coming out. We're

e those incorporated into our

fhey're piloting them, and they're

lem. But that's at the big academic

3 this, you know, Y-90 is used across
Il different types of settings, it's
1g academic centers. So we're just
eally the dosimetry piece step up.

NMAN PALESTRO: Any other comments

Ouhib?
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And they come in 4
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R OUHIB: Yes, I have two questions,

Tapp. Is that, what is the target

t for Fiscal Year 20197

APP: We're hoping for this winter,
ACMUTI.

R OUHIB: This winter, that means
ee, okay. The other question is

a that you stated that there's an
se of yttrium-90, and this is what.
C to sort of dissect that data a

1d see is there a correlation really

it manufacturer issues an event or
¢ that would be very, very helpful
e is this coming from. It's just a
APP: Okay, thank you.
MAN PALESTRO: Mr. Sheetz.
R SHEETZ: On a different topic, I
rongly recommend retention of the
ning pathway. I think it's very

companies have developed teams and

1]

Hchnical personnel and physicians.
ind they train the entire Y-90 team,

he authorized wuser. Again, it's
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realize. It is t

what gets missed
authorized user.
team. You need f{
to train the

technologist.

But t
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technologists, medical physicists,
diology personnel.

b they take the time to make sure
ined in that. They also all have
ome in. They may not be authorized
lo have that physician to physician
mo vested interest in any of the Y-
go on record as saying that.

T've both their

seen training

fers a one-day course, as center of
bl The other company I think is
So I would not want to see this go
ther AU rely on just an AU for that
Je all of this training. Thank you.
APP: Thank you.

NAN PALESTRO: Dr. Martin.
B MARTIN:

I would just reiterate I

Bheetz said is wvery important to
naining the team, and I think that's
when you just do authorized user to
There's a lot more to training the
o train the physicist and you need
medicine

support, the nuclear

lhe whole group needs to be trained,
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a report where s
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sort of different
So 1is
that vary from o7
shunt evaluation?

MEMBE
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authorized user to the other.
NMAN PALESTRO: Mr. Sheetz.
R SHEETZ : Additionally, as
pnstrated that the majority of the
ith the Y-90 microspheres is the

in the delivery apparatus, and
em that the manufacturers will, in
ited cases, go over the delivery
w it works and how it functions,
that can be, you know, that can
b that type training on the device
on is invaluable.
NMAN PALESTRO: Mr. Ouhib,

R OUHIB: Yeah, I like the ask a

1zian about this, is how often when
edure you verify the shunt prior to
r1f? In other words, there's been
omething was done a week ago, two
en the second time that things were
that standard procedure, or does
le place to another,

repeating that

R DILSIZIAN: So we routinely do
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e what the percent of lung is.

erventional radiologist accordingly

0]

H . And there are other decisions
lich is in the past they used to be,
llobe of the liver first, then left
jre targeted, even segments of the
0 that's where my question comes in.
st it was more left then right, and

and right is, you know, really tough

we're saying we're going to target

at's the goal, and that's the dose,
there? That was my question. So
¥-90 PET imaging afterwards, truly
ow, PET CT imaging, which is really
r and we get nice images.

gain, specifically says this is the
N. Didn't go to the stomach, or the
didn't impact the lungs.

I mean,

ly we seem to be very in favor of

erstand it may not be regulatory, I
1 think that that may be medical

okay with that. I think we've kind
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to know with medi
is working or no
all.
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College of Radiol
for Katie. You m
for review in wint
in a draft revisi
that, or is it go]
form and effectiv
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final. If there'

we will have a
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§ art of medicine and we shouldn't
mterfere with that.

rom the medical events perspective,
j to get to the point, was that if
Jllow up Y-90 and the training and
¢ the right thing or not, we really
That's what

joing to have the data.

sn't suggesting NRC should get
simply saying that it's really tough

cal events perspective whether this

it if we don't do imaging. That's
NAN PALESTRO: Yes, sir.
ETERS: Hi, Mike Peters, American

dgy. Just a quick process guestion
ention the revisions going to ACMUI
er. Is it then going to be released
on format for public comment after
Ing to be released in final revision
e immediately?

APP: It will likely be released in

J1

Hd significant changes, it's possible
delay implementation. If they're

changes, it would probably be final
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was one slide, I 1}
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tely.
ETERS: Thank you.
NAN PALESTRO: Any other comments

Any comments from anyone on the
Dr. Tapp, I have a question for you
le of your earlier slides on the
said

valuations. You that vyou

lata at the Agency Action Review

pmmission back in June. Is that
lable to the ACMUI?
APP: It is a public presentation

to you.

MAN PALESTRO: Yes, I think it would
important for the Medical Events
ave the opportunity to look at it.
NPP: I will say it was a, the Agency
ting is a NRC-large meeting, so it
delieve. But I can get that to you.

7 paper associated with it with more

an provide that.

NMAN PALESTRO: Okay.

(OLLOCK: This is Doug Bollock, NRC.

Je you, we had a, prior to that we
business 1line meeting that this

¥ Action Review Meeting, this one
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of a synopsis of the larger

e Commission, and we can share that
NAN PALESTRO:

Okay, thank vyou.

NCKERHAM: Dr. Palestro, could I ask
guestion? So there's going to be
Nf the guidance that comes out of,
ow-up on Mike's question, draft
3 come out of OAS NRC Working Group.
to the ACMUI in draft format. Will
licly released?

APP: We normally don't release the
©® the ACMUI.

DCKERHAM : So then when the ACMUI

how will the public know what their

hat draft that they reviewed, to be
¢ going into the final?
APP: They can provide comments on

ns from the ACMUI, but they will not
de, the public will not likely see
ing guidance.

We don't normally

it's a pre-decisional 1licensing

But we will see the

JOCKERHAM :
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NRC regions and oy

as well.

But b
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APP: Yes, you will see the ACMUI's
g comments.
(OCKERHAM: Thank you.
NMAN PALESTRO: Any other comments

Dr. Tapp, Jjust again, one quick
would you expect that the guidance
review?
APP: We're hoping this winter.
NAN PALESTRO: Okay, all right. So
drming a subcommittee to review it,
dering Dr. Dilsizian and Mr. Ouhib's
look forward to having you on the
DLIDAY: Dr. Palestro, I'm sorry,
ffollow-up to the question that Ms.
ked and Dr. Tapp just answered. So
ged in some discussions with our
Counsel.

tually, by the time that Dr. Tapp's

getting ready to provide its draft

D

to the ACMUI, our process is at it
for comment. It also goes to our

I agreement states for their comment

D

gcause the ACMUI is going to provide
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lhe form of a subcommittee report in

1]

Heting, we have in our discussions
Jeneral Counsel agreed that going
nlso release that draft licensing
members of the public can see the
Committee is commenting on.

hat is with the understanding that
public are providing comments, those
lhe ACMUI's subcommittee report. It
submit

cunity for the public to

raft guidance itself. It's kind of
len Dr. Tapp released her guidance
in the Federal Register, I think it
1 Register,

that was an opportunity

e public to provide their comments

1

qn the next step from there is her
Looked at those comments and they're
of developing

or making further

r guidance.

D

gnn it's that final bite at the apple
lhe ACMUI, our regions, and the
The licensing guidance will be

CMUI subcommittee report is posted,

| the public or professional society
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give Katie a momdg
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that were selecte
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So le
And then April fr
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checking with Soj

there were 11 red
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n they want to submit comments for
they will be able to provide their

ACMUI subcommittee report. Thank

NAN PALESTRO: Okay, thank you, Dr.

i comments or questions? Thank you,
a little bit ahead of schedule at
sdtion for you: Can we take care of
1strative work at the present time?
Ikifying the spring meetings dates.
can we do that now?

DIMMICK: Hold on.

Sure. Okay,

rd, taking a 1look at our spring
i we'll try to -- this is actually
't see the March header. So I'll
ht to try to adjust. I think when
poll there were no dates in March
@ or provided an opportunity for to
ed on feedback from the doodle poll.
1's go ahead and go on down to April.
om the doodle poll, it was the 15th
rles that 11 of the 13,

there were,

hie. Thirteen, eleven? Okay, so

ponses to the doodle poll that had
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Commission for ou
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%5 and 16. So those, at this point,
he first choice for a meeting.

in mind that we need to have a
ng as well, so we need to have an
a backup because of -- so before we
He date, my prompter is reminding me
the 15th and 16th is still an
r those who responded to the doodle
Iyone that did not, is the 15th and
not available, if you should know
NAN PALESTRO: So 1is there anyone
lhe April 15-16 meeting?

Presumably

April 15-16, so that should be our

TMMICK: That would be our first
nd choice was April 4 or 5, and I
was some limitations by some

Ders. It was Dr. Metter 1is not

of those days would be a half-day

this date work for everybody else?
work for everyone else? Again, as
15th or 16th did not work for the

r spring meeting.
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NAN PALESTRO: Is there anyone else

hose days? Lisa, what about the

that didn't work either?
TMMICK:

Sophie has the message up,

dOLIDAY : Sorry, this is a

quys,
since I sent the doodle poll out.
esponses that I got, Dr. Dilsizian
on the third and Dr. Metter was not

third or fourth as well.

er alternative set of dates is April
either sets of these dates, there
bus Vvote. So as the Chair's

efault you would just select one or
And pending Commission response
there.

NAN PALESTRO: I'm sorry, what did

11 8 and 9?7 I didn't hear you.

PLIDAY: April 8 and 9 was another

possibility. Again, we didn't get

note on that, so if that's another

Jommittee would like to consider

NAN PALESTRO: When vyou say you

1, unanimous wvote, does that mean
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¥ completed it, or there were some
t make it?

DLIDAY: Out of the 11 responses I
ril 3 and 4 and April 8 and 9 did
11 yeses.

kR DILSIZIAN: April 3 I can revisit
So I can make the fourth, I can

for the third if it's, if it comes

NMAN PALESTRO: I'm sorry, you can

R DILSIZIAN: The fourth I
just thought the third was out, but
vy schedule.

I think the

NMAN PALESTRO: Yeah,

would be better than the fourth and
TMMICK: So we could go with the
the first choice, and the backup as
rth.

NAN PALESTRO: And just to point out
1nd everybody on the Committee that
Nas happened on occasion that the
that doesn't

identified a date

of these, and the presenters have
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1 an extra day. So that potentially
ell.
IMMICK: That's correct.

NMAN PALESTRO: All right. So just
suggestion to the members of the
specially the new members. Do not
reservations at Bethesda North, or
@ room. I can tell you that when I

it lunchtime, that's the first thing

rned the hard way my first meeting
lly called me up and asked me if I
Mations and I said no. And she said
luck, and I was. I wound up staying
llton, which is two train stops down.

ite serious, you really should get

can tell you that I always book
ind second choices, and once it's
ncel that second choice, okay. So

1 I've given you that advice I won't

@ reservation. Thank you. So that

40 had an item that we were going to

brum regarding a, I want to say an
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larification on the Nursing Mothers
know that Dr. Metter had worked on
And can we

ilong with Mr. Green.

now as well?

TMMICK: Yes, we can.

NAN PALESTRO: Okay, Dr. Metter.
CHATRMAN METTER: Yes, I defer to
R GREEN: So this is a draft of the

might be putting on that that says,
g developed in September 2018 and
woproved radiopharmaceuticals on the
me .

sees are

obligated to carefully

pharmaceuticals that are not
his document to keep exposures AL
staff, and members of the public.
NAN PALESTRO: Comments?
qJomments from the attendees in the
one? So I presume we need a motion

MMMICK: So is there a motion to add

pvided by Mr. Green to the Nursing

B OUHIB: This is Zoubir.
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NAN PALESTRO: Second. Suh. Any
in favor? Any opposed? Motion

IMMICK: Motion passed.

AN PALESTRO: All right, we will

eupon, the above-entitled matter

brd at 10:05 a.m. and resumed at
NAN PALESTRO: The next
mtitled Compounding of -- excuse me
Non-Sterile

of Sterile and

@ls" and, Mr. Richard Green will
tion.
reen?
REEN :

Thank you, Dr. Palestro, I

pportunity. I proposed this to be
da .

w talking offline with many of the
ommittee that some were aware and
e, and this is, I think, literally,
e paradigm change. So, I thought
priate that we discuss this.

this actual

entitled using the

0t the chapter and that is
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-- next slide j
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standard setting
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use the wrong te

they're not sugge

And,
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regulations.

Next

So, 1

Pharmacopeia is t
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its volunteers f
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cal Preparation, Compounding,

Jackaging, " because each of those is
distinct act. And, we're using
the FDA.

11 start off by really discussing
dlease -- who the United States

They're a private, nonprofit

body for pharmacy and medicine and
enforceable

establish legally

8]

§. I often use -- hear other people
rminology, they're not guidelines,
stions, they are standards.

these can be legally enforced when
incorporated into laws and
slide, please?

the mission of the United States
] promote public health and benefits
nd patients by disseminating
mdards and information developed by
rom medicines, other health care

related practices used to maintain

h and promote optimal health care
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the most largest

But,
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slide, please?

8P, I guess the National Formulary
beia started back in the 1800s and
ery five years.

ers that are numbered above 1000 are
nformation chapters. They're good
ance.

chapters numbered below 1000 are

be enforced by the FDA or other

Fan
A1

S.
slide, please?

he USP sets standards, other bodies
It could be the FDA

H standards.

ement agency, they seldom visit
pitals or clinics without cause.

W have a sentential event, they may
r and ask you questions.

world, the Boards of Pharmacy are
jents that come and visit us on an
ake sure we meet these standards.
nd their deemed accreditation bodies
will be visiting hospitals and that
\[ the American Osteopathic unit or

unit is the Joint Commission.

Hhere's several deemed agencies that
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I waj
we're talking 4
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standards which i
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worked up copy.
frequently reviey
Boards of Pharmac

So, s
been subject to,
paragraphs.

The
intended to apply
and sterile prepa
are prepared,
institutions, pat
physicians' pract
where CSPs are pr

Perso
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5 around and make sure that you're
@ards established by CMS.

hose will be the enforcement -- the
standards.

slide, please?

nlted to point out that,

although

nd this title is Chapter 825,

@als today are currently under USP

72y

s Chapter 797.
rarely traveled without my well-worn
This lives on my desk and I have to
M that for all the wvarious State
v that I am involved with.
ilnce 2004, radiopharmaceuticals have
I want to just read just a few
standards of this chapter are
to all persons who prepare compound
nations and in all places where CSPs
hospitals and other healthcare
lent treatment clinics, pharmacies,
ice facilities and other locations
epared, stored or transported.

ms who perform sterile compounding

Hs, nurses, pharmacy technicians and
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chapter applies
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the purposes of
preparations inc

you'll notice thaf

listed as being
Chapter 797.

So, w
2004. And, Chapt

released in a dr
there was public ¢
2016 in January.
USP r
over 2500 stakehq

65-page letter d;s

comments, gramnj
sometimes, even
comments were rec
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S

14

slide, please?

from the current 797 chapter,

nize that most sterile compounding

# or under the supervision of

pharmacies, but also, that this

to all healthcare personnel who

d transport CSPs.

hen, they go on to state, that for

this chapter, compounded sterile

ludes any of the following, and

| radiopharmaceuticals are expressly

included under the standards of

[4)]

've been dealing with 797 for since
er 797 went out to revision and was
Hft revision in September 2015 and

pmment period on that revision until

1]

#ceived more than 8000 comments from
llders. I personally wrote them a

ftailing line by line suggestions,

atical changes and actually,
now, kudos a job well done. So,
eived.
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the entire c
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and we have to 11

that's making an
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we have to wear b

and, vyou know,
cleanliness for,
hour BUD, d
radiopharmaceutic

So, W
the chapter, but f

that's when we to

comment period to
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As a
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Rockville, Maryld

attendance of thaty.
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writes 797 as wel
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in the chapter, there are six

related to radiopharmaceuticals.
lapter applies to RPs.

t are lumped in with everybody else
eet the standards for a hospital
V add mixture or compounding a drug
have a 90-day beyond use date and

ooties, bouffants and beard covers

get that garbed in a 1level of
you know, we'd be happy with a 24-

24 -hour use with our
1ls.

e realize that we're currently in
here are many problems with 797 and
bk the opportunity during this open
make comments.
s1ide, please?
the UPS

result of those comments,

der workshop down the road in

nd February 1st, 2017. I was in
I was an invitee and they invited
terile Compounding Committee that
as members of the Nuclear Pharmacy
ine Community, SNMMI was present;

it, USP staff.
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more than 60 appl

Next

The
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members of the Ej
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during that meeting, we expressed

of radiopharmaceuticals, the short
ents for shielding, the use of remote
kinds of things that just made us
a round hole.

we were successful in pointing out
of the

radiopharmaceutical

and they consented that
@als should have a separate chapter.
slide, please?

hey put out the call for experts,

e in June of 2017.

They received
icants for the expert panel.

slide, please?

1I- here's the expert panel target

nuclear medicine

§  commercial setting, a hospital
mic setting, experience with Boards
1 certification in Nuclear Pharmacy,

fpert Sterile Compounding Committee

that currently hg
radiopharmaceutic
And s
I bel

announced members

nuse those six small paragraphs on
als.

®, next slide, please?

leve it was August of that year they

hip of the expert panel, and this is
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And,
effective USP pub
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associated with t
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75
day .

indicated who's on the Committee,
Hy, the expert panel, who is a board
Pharmacist, who's representative of

on the expert committee for sterile

honored to be selected to be on

72y

slide, please?

gain, here's the breakdown, you can
with its institutional members of
lear medicine, commercial nuclear
@, regulatory and consultants.

f we can take the next slide, we'll
ctually talking about this chapter,
tified the chapter it will be.

its scope is to provide clear and
lic standards that meet patient and
sterile

reds for compounding

@dls today and in the future.

jroposed new General Chapter will
bmpound activities for
@ls and provide standards and

hese activities.

romplete, the General Chapter will

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25
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27, 2018.
Somet

travel without is

So, t
and this draft
applies to 3

radiopharmaceutic
dispensed or repa
Pract
licensed nuclear j
facilities and otl!
but not limited
hospitals and clii
other specialty c
Next
This
who prepare, g
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consist of aut
authorized wuser

working under the
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for this class of products.
slide, please?
nis charter in its draft form was

ic comment on the internet on July

hing else I -- I'm sorry -- I don't
the draft.

he public comment period is now open
states that this

rhapter chapter

11 practice settings where

als are prepared, compounded,
ckaged.

1ce settings consist of state
pharmacies, federal nuclear pharmacy
ler healthcare facilities including,
Ho nuclear medicine departments in
lics, nuclear cardiology clinics and
linics.

slide, please?

rhapter applies to all individuals

bmpound, dispense or repackage
als. Applicable individuals
Norized nuclear pharmacists and

physicians as well as individuals

1r supervision.
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chapters today.
non-sterile radioj
which iodine-131
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They are unique.
So, 1
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includes, but is not limited to

ts, nuclear pharmacy technicians,
echnologists, students, physicians,
s and trainees.
s1ide, please?
irpose of 825 is to provide uniform
for the preparation, compounding,
kaging of sterile and non-sterile
1ls.
side note, there are separate
here's Chapter 828, Chapter 795 for
harmaceuticals or non-sterile drugs
vould fit in that chapter and then
797 but we're proposing that all

on-sterile, go in this one chapter.

t will be sterile and non-sterile

y»ls for humans and animals that

state license activities.

b, again, in the chapter, we define
different terms of preparation,
rnsing and repackaging.

napter goes into the standards for
requirements for the environment,

pntrols whether they be in the room
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necessary and ba
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One is the practit
And,
inspectors, whet
inspector or a B
they don't really
they'll be given
time, distance an
We tg
why I don't hold
white background
to look for thing
not in a radiopha
So, i
training, the hyg
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¢ laminar flow hood that is used to
§, the qualifications of personnel
o activities and the practices are
lanced to ensure personal safety,
ety and patient safety.

slide, please?

grovided with the kind assistance of
', the table of contents from the
nd, you can see it's very extensive.
n chapter that has two audiences.
ioner who will meet these standards.
audience is our

the other

her that be a Jjoint commission
tard of Pharmacy inspector because
know what they're looking at. Now,

an education. And, we talk about
@ shielding.

Lk about ALARA. There's a reason
reactive syringes up against the
and then against a black background
is. You do that in an IV bag, but
rmaceutical because of ALARA.

t goes into the qualifications, the

lene.

slide, please?
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How t
the different act
making a commerc]
of the kits, yol
preparation of c

you are literally

79

1ties, which would include facility
ntal controls, microbiological air
ling, HEPA filtration of rooms, of
and disinfecting of rooms, devices,
sampling, gowning and garbing.
slide, please?

ts into the term we use of beyond
acturer puts an expiration date on
yug product.

But, once prepared and

g@rticular clinical setting or a
at term changes to what's called a
hat may certainly change different
urer.

hy have a manufacturer's expiry of
now, but once you make that drug,
| setting and how you made it, you
ve to reduce that beyond use date.
that's established here as to what
could be.

¢ document. And then, we get into
ivities of preparation where we're
lally available drug product. All
1 know, Tech-99, MAA Kit for the
jmpound X versus compounding where

cooking from scratch, taking non-
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comments. So, 1if
and it will be op
the USP will ho

discuss the chapt

And,

published in
September/October]
the internet to
respond and provi
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Hs and rendering them sterile, doing
d making it suitable for human use.
slide,

on the next

0
\"Z3
~

please,
1s merely taking something that was
from a

F-18 FDG that

174

comes

spense 1t and also repackaging,

so Jjust changing the container
big glass bottle to a patient unit
at is dispensing and repackaging.
quality control measures must be
glossary and some example diagrams.
slide?

qn  talk about the time 1line for
was released publically July 27th
en for comment. There will be a --
4t an open microphone session to
er on October 10th.

will Dbe

the chapter has -- well,

Hhe Pharmacopeia form in the
edition. It was released early on
give the community more time to
de comments.

slide, please?

he time line for comments and when
icial. So, the comment period will
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end on November 3
now.

And,
comments to the
official on Decen

That
are actually foun
that date. The
compounding, 797
compounding, 800
drug compounding,

And,

825.

So, t

that same day enf
Next
So, 1
members of the Cqg
NRC that this is
lifetime opportun
the standards of
There
looking, once th

official in June
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Oth, 2018, roughly two months from

in the absence of any adverse

proposed chapter, it will become

lber 1st, 2019.

»

2019 date is a magical date. There
chapters all becoming official on
795 for non-sterile pharmaceutical
for traditional sterile drug
for hazardous drug or chemotherapy
both sterile and non-sterile.

nadiopharmaceuticals in this Chapter

hey all will become effective on
orceable official on that same day.
slide, please?

his presentation is a heads-up to
mmittee as well as to staff at the
in progress. This is a once in a
ity to hopefully positively affect
care and the practice.

that are

may be some licensees

¢ draft gets revised and Dbecomes
bf 2018, there may be an amendment

facilities or to put infrastructure
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comments, comment
take the opportu
October -- until
And,
microphone sessio
The n
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rocedures and processes.

t's a heads-up to staff.

ur next slide provides resources.
| great impetus behind this chapter
that was made -- authored by SNMMI
ed for your review.

also, I provided the link to where
] a draft copy of Chapter 825 if you
yourself.

durage any member of the Committee,
the audience in the room today that
rerns, positive comments, negative
s or suggestions for improvement to
nity to make public comment until

November 30th.

if you wish, you can attend the open

ext two slides are really acronyms
mtation and that concludes.

NAN PALESTRO: Thank you, Mr. Green.
mts or questions from the Committee?
hober?

R SHOBER: this 1is

Yes, Megan

rd, could you speak to a little bit
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microbiological c
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to be in a par
quality. And {
filtration in the
If TI!
laminar flow hood
to 24 hours, well,
of a HEPA filter
engineering contr
That
It won't change
facility, but it
facility.
There

on the activities

you know, change w
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jome of the changes are that might
ms to facilities or equipment?
FREEN :

There's a table, Table 7,

pyond use dates. And, let's start
erm is immediate use.

1d prepare a radiopharmaceutical on
but it has to be used
ecause there's been no controls of
ontamination.

it needs

In going elute a generator,

ticular environment of known air

hat would require, perhaps HEPA
room.
In going to prepare a drug inside a
for beyond use date, you know, up
that would require the installation
¢d laminar flow hood or a primary
ol .
may be a change in infrastructure.
their radiological profile at the
is going to be a change to the
may be, in some places, depending
that they pursue, they may actually,

8lls and divisions within the space.
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presentation, Mr.
Two q
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approved?
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e're giving a heads up to the NRC

NAN PALESTRO: Any other comments?
heetz?
R SHEETZ: Thank you.

interesting and thorough
Green.
lestions. One, will these standards

radioactive drugs that are not FDA

EEN: Yes, they will. There's not

nearly -- FDA drug

clinical trial co
For e
emission tomogra

familiar with tha
There
manufacturing pr3
of positron emissg
are research chem
PET drugs, then vy
So,
compounds as well

MEMBE

radiopharmaceutic

I

%

]

il

d

H

q

Cou
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5, they could be research compounds,
hpounds .

crample, Chapter 823 is for positron

bhy drugs that you're probably

are going through clinical trials.

s FDA CGMP, or current good

rtice, standards for manufacturers

ion tomography drugs. But, if you

st or a physician doing research in
bu need to apply 823.

yes, this applies to research

¥  SHEETZ: Okay. But, the PET

»1ls or PET radioactive drugs will
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EEN: Yes.

MEMBE
other gquestion I ]
applicable to ani
used in research?

MR. G
considered that.

for non-research

R SHEETZ: Okay. And then, the
nad is that these standards would be
mals? Would this apply to animals
REEN: That's a good question, never
We do dispense radiopharmaceuticals

@nimals, horses, dogs, I've done an

elephant, it's a [pig bone scan.

(Laughter)

MR. GREEN: I don't know, that's a great
comment. I'd lovg to have you put that in the -- in
a comment.

MEMBER SHEETZ: Yes, because for research

to meet these sta
be challenging.
CHATIR
MEMBE
present this typi
frequently asked
I'm ¢
of so it's very
between

say, Sts

facility would ne

mdards would be difficult, it would

NAN PALESTRO: Dr. Martin?

R MARTIN: Is there a plan to
¢al scenarios in a question or like
questions format?

pming back to the earlier question

obvious what the differences are

indard practice today and what a

1]

Hd to change to implement, just like
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are not going t
certainly you are
So, ¢
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changes to compl
helpful.

MR. (
I'll take that

encourage you to
format.

I car
been subject to t
nothing is gettin

We're
standards that a
practice today b
expiry. We're 7ju

know, poof, they'
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m going to prepare this
@l to use within one hour.

wld be very helpful to see these in
f scenario presentations and very
out so that, (a) you do not have

lside commissions coming in and they

§ be at the technical 1level that

ome of these frequently scenarios
r could be laid out as to what the
md how a facility will have to make

v with that, that would be very

r‘REEN : That's a great suggestion,

comment back. And, I, again,

make that comment in the formal
point out that since 2004, we've
lhe current Chapter 797. And really
g more severe.

some of these

able to loosen

re applicable in the standards of

D

gcause we're not going for 90-day
Ist working with nuclides that, you

re gone in a day.
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So,
standards today.
attention from su
on pharmacy and I
respiratory
medicine departme

But,
separate chapter
surveyors will gi
knocks on the dooy

CHATR
or questions from

MEMBE
clarification.

CHATR

MEMBE
mentioned compoun
823, but I though
radiopharmaceutic

MR. @
the right one.

I wi
indulgence. Th
radiopharmaceutic

manufacturing est

they

11 read one
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hospitals are subject to these

Now, they may not have gotten the
nveyors because they may be focusing
deing going to the cath lab or the
apy department or the nuclear
nt, all places where drugs are used.
[ can surmise that once there's a
for just radiopharmaceuticals that
Ve more attention and we might have
of the nuclear medicine department.
NAN PALESTRO: Any other comments
the Committee?
R SCHLEIPMAN: Just a question for
NAN PALESTRO: Dr. Schleipman?
R SCHLEIPMAN: Richard, you
dled PET drugs over main in Chapter
L the whole purpose was to put all
@ls in 800.

REEN:

I can -- whoops, let me get

small part with your

is chapter shall not

apply to
@ls manufactured in FDA registered

@blishments according to 510 of the
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Food and Drug and

Radio
registered outsoy
503 (b) of the FDA|

Aspec

PET drug preparat

823 and administr
So, d
drug and gives it
is applicable.
MEMBE
MR. G
of hocus pocus of
MEMBE
CHATR
or questions from
(No 1
CHATIR

questions from at

Ms. H
MS. H
In my]
I would Jjust 1

additional statem

Earli

88

Cosmetic Act.

pharmaceuticals compounded in FDA
Ircing establishments according to
Cosmetic Act.

ts of positron emission tomography
ion as defined in the PET Chapter
ation to patients.

nce the manufacturer makes the PET

fo me to dispense, then this chapter

R SCHLEIPMAN: Okay.

REEN: They make it under the mantra
the FDA.

R SCHLEIPMAN: Okay, thank you.

NAN PALESTRO: Any other comments
members of the Committee?

esponse)

NAN PALESTRO: Comments or

tendees here in the room?

dliday?
OLIDAY: This is Sophie.

role in the Office of Enforcement,
ike to make a clarification or

ent .

er in Mr. Green's presentation, you
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saw in the time 1
about the term en
I'd j
for NRC licensees
would not take erg
has a commitment
makes it a legall
if the license ss
standard blah, bl
So,
their NRC license
license, or at 1
would not pursue
be considered a vV
It ma|
or organizations
for NRC materials
an enforcement a
commitment tie do
be following thes
Thank
CHATIR
MR. G
is a good clarifi

this context was 1

89

ine and he made several references
forceable.

tist like to remind everybody that,
and Agreement State licensees, we
Iforcement action unless a licensee
Hr a tie down on their license which
y binding requirement that they --

ys we will commit to following USP

i)

ah, blah.
mnless they actually have that on

or their Agreement State materials

D

tast I can only speak for NRC, we
enforcement action. That would not
l1olation.

vy be a violation for other aspects
that they are affiliated with, but
licensee purposes, it would not be
attion unless they actually have a

Wwn on their license that they would

e standards.

you.
NAN PALESTRO: Thank you.
REEN: Yes, thank you, Sophie. That

tation that the term enforceable in

neant to be enforceable by the Board
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of Pharmacy or vyq
NRC enforceable.
CHATR
anyone on the tel
(No 1
CHATIR
presentation, Mr.
All 4
on to medical tea
by Ms. Lisa Dimmi
MS. D
highlights of t
basically last Oc
references in the
Next
The 3
upon is work und
rulemaking activi
Groups and also g
Next
So,
leading up to 201
have three SECY pj
in 2018.

They
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ur accreditation organization, not

NAN PALESTRO: Any comments from

ephone lines?

esponse)
MAN PALESTRO: Thank vyou for the
Green.
ight . Next, we are going to move

m highlights. It will be presented
ck.

MMMICK: So, I'd like to offer a few
efforts since

he medical team's

tober. Well, there's a few earlier
presentation as well.
slide?

ireas that I wanted to just touch

1]

Hr our areas in Commission papers,
ties, NRC Agreement State Working
widance documents.

slide?
1018 has been a year and things

J made it extremely busy, but we did

dpers that we sent to the Commission

were all information papers but they
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were -- there wa

each of these pap

In January, we

Commission a pape]
of the U.S. Nucls
Regulating Pati
Therapy, " in Janu
This
directed work.
The o
18-0037, "Review
Program." We sen
And,
initiated work

technology progra

to talk about tho

And

familiar with.

yesterday. It's
Training and
Administering

Radiopharmaceutic
And, that was in
Next

So, j

91

$ substantial work that went into
ers.

issued or we sent the
1 on SECY-18-0015, "Staff Evaluation
tar Regulatory Commission's Program

ant Release After

Radioisotope
ary of 2018.

paper was the result of Commission

econd paper we developed was SECY-
Nf the Emerging Medical Technologies
t that up in March of 2018.

this paper was the result of staff
o evaluate our emerging medical
m. And, I do have a few more slides
se efforts.

we're all

hen, the third paper,

We've heard about it a few times

SECY-18-0084, "Staff Evaluation of
Experience Requirements for
Different Categories of

@ls 1in Response to SRM-M170817."
August of 2018.
slide?

ust to recap some of the efforts of
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these papers, so
patient release.
In th
with staff's evalf
patient release a
It al
modeling calculat
and extensive sta
Staff
patient release
health and safety
of the release c
warranted at this
Next
The ¢
that a compreheng
updates to the eq
in the guidance f
the public from p
And t
with current scie
accurate estimat
patients resulti
regarding the

associated with

92

SECY-188-0015, again, this was the
1s paper, we provide the Commission
Hation of the program for regulating
fter radioisotope therapy.

50 presents the results from dose
ilons, review of published literature
keholder outreach.

had concluded that the

current

program 1s protective of public
and that rulemaking to change any
niteria in the regulations was not
time.
slide?
aper -- the staff also determined
sive update to guidance as well as
wations and methodologies described
or calculating doses to members of
atients release was warranted.

Hen, last, updating the NRC guidance

mtific knowledge would lead to more

4s of public dose from released
mg 1in better licensee decisions
Himing, circumstances and <risks

the patient release following
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byproduct materia

So, g
and recommendatig
release.

Next

The s
was the staff eff
Commission with ¢
technologies.

This

efforts with regard to medical --

technologies, ems
might be
technologies that
So,
medical team to
emerging medical

start planning ah

to be seeing comirm

for resourcing pu
So, 1
before -- you can
So, P

35.1000 describes

license amendment

cury

1

]

)]

D

]

L

1

19)]
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administration.
nat was in essence the conclusions

ns staff had and regarding patient

51ide?
cond SECY paper I wanted to discuss
ort in SECY-18-0037 to provide the

ur review of the emerging medical

paper also identified staff's past
emerging medical
rging medical technologies that we
ently reviewing and emerging
we see coming down the pike.

his effort for the

was a dJgreat

self-reflect on how we evaluate
echnologies and also so that we can
ad what types of things we're going
g down the line and so for basically
rposes.

F I could, just a couple of things
go ahead and go to the next slide.
\irt 35, Subpart K that's also 10 CFR

the process to obtain a license, a

or for a new medical use byproduct
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material, irradiag
is not addressed

So, 1
not specifically 4
D through H, sta
State Working Gr
describing an acgd
regulations.

Also,
is specifically
through H, the
information to a
based on the sp
technology.

So, a4
recent past revis

but it was the

RadioGenix  Molyl
System. That gui
The

Germanium/Galliuml

Generator, that
issued in July of
And t]

Radioactive Seed

94

tion from byproduct material which
in other parts of Part 35.

f an emerging medical technology is
yddressed in 10 CFR Part 35, Subparts
Af will form a joint NRC Agreement
oup to develop licensing guidance

eptable approach for meeting NRC's

if the emerging medical technology

1]

Hddressed in Parts 35, Subparts D

staff may provide additional

ssist in licensing and inspection

ecific risks associated with the
couple of examples of some past --
vs, we have many more in our past,
Medical

NorthStar Radioisotopes

pdenum-99/Technetium-99m Generator
dance was issued in February 2018.
GalliaPharm

Eckert and Ziegler

68 Generator, Pharmacy Grade
was actually Revision 2 that was
2017.

len, in 2016, we did the Low Activity

Localization of Non-

18]

8 Used for
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Palpable Lesions
And 4

Knife and Leksell
And g

Microsphere Bra

TheraSphere and S

So,

2016 dates, but t
Now,
That'
show an example o
did not do 35.10
them to determine
or if they were,
And s
dotatate. We h
licensed under 39
did that determin
We al
Salutaris Manual
determined that t
the criteria unde
And f

years ago was th

determined in 201

95

and Lymph Nodes October of 2016.
nen, we also have a Lekgsell Gamma
Perfexion Icon from May of 2016.

hen, Revision 9 of the Yttrium-90

dthytherapy Sources and Devices
IR-Spheres was February of 2016.
here are more that predate those
hat's just a few of those samples.
mext slide?

$ some past reviews. I wanted to
i some past reviews that we actually
DO guidance for, but we evaluated
if they needed additional guidance
in fact, 35.1000 guidance or not.

b, in examples here are Lutetium-177

ld determined that that could be

19]]

.1000, I'm sorry, 35.300. And we

ation in June of 2018.

$0 had, last October, evaluated the
Radionuclide Eye Applicator and

lhis could be licensed -- would meet

1 35.400.

hen, one that was previous a few

e Radium-223 Dichloride. And we

3 that that could be licensed under
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35.300.
So th
Next
So, w
now. There

radiotherapy devi
treating brain tu
And 4
treating breast c
So,
working group won
will result in t
these stereotacti
We've
Yttrium-90 Microg
that's working tq
issue Revision 10
And
Perfexion and Lek
Revision 1 and tl
the physical pres
Next

So, 1

actively in proceg

So,

96

dse are examples of past reviews.

slide?

16)]

have a few reviews in process right

aAre two cobalt-60 stereotactic

ces. One is the MASEP Infini for
mors and lesions.

hen, the other one is GammaPod for
ancers.

that's -- so there's an active
king on both of those devices that
Wo separate guidance documents for
¢ radiosurgery units.

already earlier talked about the
sphere Brachytherapy working Group
 update the licensing guidance to
Leksell Knife

then, the Gamma

sel]l Gamma Knife Icon, that will be

His is the document that addresses
ence requirements.
slide?

hat was current work. Those are

we have many things that we've
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identified in this
But, these are th
future and, near
year.

It's
establishing a 35
we need guidance
them being the Ph
for advanced panc

Thori
treatment of lymp

And
Diffuse Alpha-em
acronym is DART ai
tumors by alpha p

So,
evaluate if they
- it's a potentia

But,

technologies that

licensing needs.
Next
So,

mention, again, t

the T&E SECY pape

97

51 SECY paper of coming down the pike.
ree of the items that are very near
future, I mean before the end of the
likely that we might 1look to
1000 working group to determine if
Aor any of these three items, one of
dsphorous-32 OncoSil microparticles
reatic cancer.

um-227 antibody therapy for
Ih node, prostate and breast cancer.
another Radium-224 as

then, one,

ltters Radiation Therapy. That
1d that's for the treatment of solid
articles.

here is a few 35.1000 -- we'll
meed 35.1000 guidance so there is -
1 they may not.

current

these are our emerging

we are starting to evaluate the

slide?
1The last SECY paper I wanted to

his one we already talked about was

=
Y
.
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And,
initial results,
NRC staff's eval
requirements for
of radiopharmaceu
is required in ac
Use of Byprodud
Byproduct Materia

Next

So, t
we sent in 2018.

I wan

the working groj

supports are rule

So,

discuss are the 1

Use of Byprodud
definition, trairn
amendments.

And 4

Occurring and
Materials that c4
PRM-30-66.

Next

So, w

98

in this paper, staff provided our

1

Htatus and next steps related to the
wation of training and experience
administering different categories
Hicals for which a written directive
Jordance with 10 CFR part 35 Medical
Lt Material Subpart E, Unleaded
1 Written Directive Required.
slide?

Hose were the Commission papers that
the other area

ted to touch on too,

Hp, I'm sorry, the medical team

making initiatives.
fwo rulemakings that I wanted to
) CFR Part 35 Final Rule for Medical
Medical

t Material, the Events

Iing and experience and clarifying
hen,

another rulemaking, Naturally

Accelerator Produced Radioactive

me in as a petition for rulemaking

slide?

[6)]

've already talked briefly about we
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know that Part 3§
July 16th,
implementation gu
the Federal Regis

For
developing or has
giving to the NRC
States, master
permitees.

We're
2018, ©probably
training sessiong
eight more if nec
if you will.

So, J
-- Final Rule becq
master material 1

Three
the effective dat

Next

So, j
revision. There
identifying and

permanent implant

The n

2018j|

99

Final Rule was published in -- on

It was Final Rule and also
idance was issued and published in
ter.
this rule, the medical team is
developed training that we will be
staff, NRC licensees, the Agreement
material licensees and their
going to conduct between October of

through March of 2019, webinar

B . And, we're planning at Ileast
essary to roll out the new Part 35,
anuary 14th, 2019 is when the rule
hmes effective for NRC licensees and
lcensee compliance.

years from that date is would be
e for the Agreement States.

slide?

st to recap a couple of the major
are separate requirements now for
reporting medical events involving

brachytherapy.

é¢w rule also added requirements to
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measure the Mo
generator elutiol
requirements for
generators.

The
certified individ

And,
Radiation Safety
materials license

And
Ophthalmic Physic

Next

I wan
was a petition f
Occurring and
Materials.

In Ap
from the Organiza
amend 10 CFR Part

Appen|
calculating deco
And, in Appendix }
for wunlisted rs3
restrictive.

In 20

100

Ilv-Tech breakthrough after each

1. The new rule adds reporting

failed technetium and rubidium

rule grandfathered certain board
wals from certain T&E requirements.

the new rule adds the Associate

Officer that could be named on a

we -- the rule also adds the

ilst that could be named on a license.
slide?

ted to mention this rule. And this
jr rulemaking.

It's the Naturally

Accelerator Produced Radiocactive

ril of 2017, we received a petition
Hion of Agreement States, or OAS, to
30 Appendix B.

used for

dix B of Part 30 1is

mmissioning funding regquirements.

3, the default possession thresholds
felt to be too

dionuclides is

05, Congress had authorized the NRC

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

to regulate discy
and accelerator
NARM.

NRC
time to add thes
And, as a result,
burdensome decom
evaluate exemptioa
new technologies

So, {1
the NRC to amen
nuclides and th
determined by a 1

Next

So,
petition. In Au
petition in the Fg
comment.

Twent
one opposed the r

And ¢
a recommendation
Board.

So,

recommendation g

101

ete sources of naturally occurring

produced radiocactive material, or

lid not wupdate Appendix B at that

1]

H NARM radionuclides to the table.
regulators feel that they must apply
nissioning funding obligations or
ns that hinder the introduction of
and adversely affect patient care.

he petitioners in this case asked
1 Appendix B to add appropriate
activities as

leir corresponding

wlemaking group.

slide?
NRC is taking action on this
gust of 2017, the NRC noticed the

rderal Register and requested public

y comment letters were received. No
equested rulemaking.

hen, in April, staff did formulate

and conducted a Petition Review

purrently, staff is preparing the

nd Federal Register Notice for
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Commission review
I inc
point out that ws
-- are supportin
rulemaking divisi
So, 1
team are to suppd
the area that tou
Next
So, Ji
State Working Gro
Next
So, w
Agreement State |
mentioned this, X
Working Group wol
stereotactic devi
This
the road, maybe n
guidance document
that's something
next summer.
The -
Group working on f

Gamma Knife.

102

and decision.

luded this rule because I wanted to
do have medical team staff who do
g this rulemaking effort with our
o1 .

hat's another role of the medical
rt any sort of rules that touch in
¢h the medical areas.

slide?

st a few things on the NRC Agreement
wps .

slide?

e currently have several active NRC
lorking Groups. I kind of already
ut we do have NRC Agreement State
king on the MASEP Infini GammaPod
ces.

could be a cue for ACMUI that, down
ext summer, you may see these draft
$ coming your way for review. So,

Hhat's coming down to ACMUI probably

H it is a NRC Agreement State Working

he Yttrium-90 as well as the Leksell
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And

talked on and I
information in a
8.39 -- Regulato
Administered Radi
And
NorthStar Working
Next
So, 1
that might be put
have some other g
So, g
So,
68/Gallium-68 GCei
guidance for this
and Ziegler Galli
And,
other generators
need to provide gy
So,
modified this exi
specific manufact
The m
word changes to

guidance so that

103

hen, another one that we haven't

'm going to give a 1little more
moment, but that's the Regulatory
1y Guide 8.39 Release of Patients
dactive Material Working Group.
chen, continued efforts Dby the
Group as well.

slide?

n addition to the guidance documents
forth by those Working groups, we
widance documents I wanted to note.
® ahead, next slide?

Germanium-

the first one 1s the

nerators. Currently, the current
jenerator is specific for the Eckert
@Pharm Ge-68 Gallium-68 Generator.

NRC foresees that there will be
coming down the pike and that we
idance for other generators as well.
team

e modified -- the medical

L

Hting guidance document to be a non-
wrer licensing guidance.

ndifications really included minimal
a brand neutral

create more of

we would not have to always create
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a new guidance
specific if the g

Gallium-Germanium

So, n

that staff -- in t

were made 1in t

limits, radiation
of this generator
And s
have issued a rg
radiation contro
Agreement States
one we will be lo
that will be an
looking ahead to.
And,
that later today.
But,
intended to be nof
we won't hold up
that might come d
Next
The V|

1556 series documn

and under revisio
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document that was manufacturer
widance could apply to all types of
generators.

® changes were made in the revision
he revision staff took. No changes
he commitments, the breakthrough

safety to follow for the operation

b, where we are with this now, we
diation control program letter --
Il program director 1letter to the
asking for comment. And, this 1is
dking to ACMUI to review as well so
that we'll be

bpther subcommittee

I think we're going to talk about
anyway, so this guidance is, again,
| specific to a manufacturer so that
people from using other generators
own the pike.

slide?

olume 9 and Volume 13 of the NUREG-
ents, so these have been in process

m for a while.
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So, t
these revisions t
been in process £

So,
towards completidg
begin incorporati
change with thes
comport with the

So, W
hopefully, somet
currently in the

But,
comport with the
with the Final Ru
situation where
ahead of the ruls
to issue and addei
Rule.

So, b
comport with the

And,

for the medical t
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one thing that we were able to do is
isions to both of these documents
the Final Rule.

He working groups that were drafting
hat have been -- because these have
or a couple of years.

@4s the rule was Dbecoming final

n, the working groups were able to

ng or identifying what would need to

)]

¢ guidance documents so that they

Final Rule.

then these documents are released,
ime 1in early 2019, but they're
Goncurrence process.

once these are finalized, they will

Final Rule. So, they'll be current
le which is nice so we don't have a
these guidance documents got way
and got published and then having
qdum to them to align with the Final
ut when they are issued, they will
Final Rule -- Part 35 Final Rule.

I think that's all I have for updates

eam.
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MEMBE
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it should be lice
Becau
under Part 1000.
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MS. [
communication wi
typically, when
technology, espec
-- to license it,
you planning 35.1
to move forward.
So, d
with ready to licg

know when we migh

I
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AN PALESTRO: Thank vyou, Ms.

romments or questions from the
ieetz?
¥  SHEETZ: I have a duestion.

the Part 1000 uses have a Compatibility

rment States. So, 1if a new medical

say, DART, and an Agreement State

valuation, how is that coordinated
respect to deciding on what category
1.sed under?
e, DART, I could see it licensed

I could also see it under 35.400.

nat's from how that's evaluated?

TMMICK: So, we have pretty good
th the Agreement States. So,
an Agreement State sees a new

ally that might be coming for their
they'll contact us to discuss, are
00 guidance or, you know, what and
.ce we start to see where they are
nse something,

that will help us to

need to start a 35.1000 guidance.
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MEMBE
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35.1000 1is not a compatibility

jreement States, they can use it if
their licensees to that licensing
rhat's often what they do because
o see how NRC would license that
¥ SHEETZ: But, are they obligated
that working group discussion?
[MMICK: No.
LLOCK: Yes, they can -- the States
if a new technology comes in, they
license that for use in their State.
t know if you have anything else to
¥ SHOBER:

Yes, this Megan Shober.

a practical standpoint, I don't
State out there that has enough
se to really come up with one of

te guidance set with our in house

> really have to pool the resources
puntry and from the NRC to come up
ple product.

think that States want that -- we

ther to do that.

NEAL R. GROSS

R

WASHINGTON, D.C. 20005-3701

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

MS. D
many of these f{
licensees that an
scopes. And so,
the medical bros
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CHAIR
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Dr. E
MEMBE
collaborates and
Compatibility C
little bit to thi
You K
who's got deep p

State to go alon

uncomfortable wit
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IMMICK: If I might add, that with

lechnologies, the first sites or
e using them are the medical broad
there's enough flexibilities within
id scopes that they are able to
would use these sources and devices
rs under -- with their broad scope
NAN PALESTRO: Any other comments
the Committee?
esponse)

NAN PALESTRO: Comments or
tendees in the room?

mnis, I'm sorry.
R ENNIS: So,

if everyone kind of

cooperates, why not make 1000

1

gt least? It makes me anxious a
mk that a State could go rogue.

now, who knows? Some manufacturer
ockets or connections might get a

g with something that we would be

ETERS: Sorry, Mike Peters, ACR --
SOrry.
TMMICK: I'm trying to think how
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might be some exc
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exception. I mea
they could do it.
MR. BH
an example, the
reason it's not 1]
not a Dbreakthro
breakthrough 1im
Rubidium generat
Germanium Gallium

So, a

State could, for {
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we'll just take the comment in that

n't foresee that sort of thing.

a process. They might be able --
filexibility as to how they could
things could fit in another area of

1 how their regulations are written,

a way that they could incorporate

se many of these technologies are
of the categories, but there just
eptions.

lhey might issue the -- go ahead and
Nother category with some level of
m, there's just different ways that
DLLOCK: Right. And, I could add
Germanium Gallium Generator, the
llcensed under 200 is because there's
wgh 1limit and 200 has specific
its for the

Moly generators and

bTr'S . It doesn't have 1t for

State, maybe in theory, I think a

hat type generator, I'd be confident
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determined that t
But,
world, I mean, a 1
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safely licensed.
I dos
reality is just g
determination for
be, I think, give
like that.
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MR. H
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approve that with -- as a licensed

ou know, some basic information

you know, in coordination with the
¢turer to safely license that.

here are, you know, that's right
1d one where I think there is the

State to do it. That may be the

72y

s, I don't know the reason why it's
I as the rule is written. It was
he category was.

that right there is Jjust a real
neasonable example of why that could
lon where it would make sense and be
1't know if that helps, but the
he way the rule is written and the
the compatibility was determined to
the States flexibility to do things
NMAN PALESTRO: Mr.

Peters, you --

ETERS: Sure, so I guess this is
Hbout the ACMUI interface with the
State work groups that work on the

SFSHN
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We hal
specific ACMUI msg
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work groups differ from ACMUI

at least as far as the medical

rrned.
re a reason, a technical reason why
involved with the

nore licensing

visions and stuff in a preliminary

ey're actually drafted so that we
\troversies that pop up like we saw
't Revision 107

LLOCK:

Yes, I can respond to that,

gan wants to chime in or some ACMUI

re actually frequently engaged with
mbers who have expertise with the

dge of the technology or, you know,

in their fields that can help
rmation.
v we've reached out to Ms. Weil on
ons, you know, Mr. Green, a number
Committee for -- to help us in that
1izing, like you said, with -- there

ing group has an idea of something,

pathways, right, which should there

ithway. That can still happen even
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if -- even with
the States have.
The w
number of represei
their way of do
precedence for, 3
once the -- if yo
train other AUs.
That'
the precedence th
There
do -- but we do,

our ACMUI membersg

stages in develop

- our staff memben

MR. H
And, I wasn't try
for additional wo
(Laug
MR. B
see ACMUI recomm
that the work groy

draft revisions a

MR.
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definitely take v
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understanding what the ACMUI feels

brking groups, typically, we get a

ntatives from the States. They have
ing things. There's kind of the

Hou know, AUs. The precedence 1is,
W have an established modality, AUs
Right?

s looking at everything else, that's
at could, you know --

are other reasons besides that. We
staff absolutely does reach out to
to get that insights in the early
ment. And then, we'll bring that -
s will bring that to the work group.
ETERS: That's comforting to know.
ring to volunteer these poor people
rk or anything like that.

hter)
ETERS: we like to

But, certainly,

endations be sort of the standard

lIo develops their licensing guidance
md stuff around.
BOLLOCK :

Yes, we -- I mean, we

Hry seriously and that's why we have
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the Committee to
the staff, they
Commission.

The (
or with the 1id
through a review
make the final de
the specific lice

Howev
with ACMUI, but
somewhere around
percent fully acc
somewhere in 10,
accept what the A

So, 1
does not agree
doesn't agree wit

CHATIR

MEMBE
go back to Dr. Ej
concern I have, al
and was dancing a

But,
comfortable with

between the NRC
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hdvise the NRC staff. They advise

advise through the staff to the
ommission makes the final decisions

ensing guidance staff, you know,
and our general counsel review, we
dision on the licensing guidance for
msing commissions.

er, we don't always align exactly
I think the number is

we are --

85 percent, we accept about 80
ept what the ACMUI recommends. And
14 percent of at least partially
CMUI recommends to staff.

i is very rare that we -- that staff
with the staff or the Commission
Ih the Committee.
NMAN PALESTRO: Mr. Sheetz?
R SHEETZ: I guess I would like to
Nis's stated concern, and the same
though I would just ask the question
round it.

I'l1l bring wup again, are we

the current working relationship

and the Agreement States for new
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And,
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license that unde

Some
and so maybe that

MR B(Q
is just my experif
the State wouldn'
point. Right?

Becau
they're going thi
at broad scopes.

And,
paper that Lisa rg
through all the d

about the new tec

114

mg out?

)]

#ling is, the NRC should be involved
ilth all of these because they have
crtise and resources and they also

4 of the ACMUI to evaluate these new

guess my concern is, as Dr. Ennis
maybe an Agreement State would just
and do their own thing.

they really have no obligation to
1d they could pick the category and
r whatever category they wanted.
little concern, but I'm new to this,
concern is not founded.

LLOCK: In my experience, and this
Hqnce, it's very rare that we -- that
t share information with us at some
technologies,

e a lot of these

rlough FDA approvals. They're only
Right?

we learn, and actually, in the SECY
Nferenced in her presentation, we go

ilf ferent ways that we, the NRC, hear

hnologies.
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And s
this. This is w
Committee.
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be rare that we'rqy
that we're not aw,

MEMBE
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down the road whi
ACR.

MR. H
yesterday's pres
discussions about
-- I'm not going
went rogue, for w
something that wal
program is suppos

the -- is kind of

And,
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the States are one of the primary
another one. ACMUI members are
and then the manufacturers.

come, you know, some manufacturers
s 1f they're --

b, we do,

you know, we're open to

hy one of the reasons we have the

standing the, I guess, the fear that
licensee that goes to a State, it'd

e not, like I said, it's very rare
are of that.
R SHEETZ: Not so much that they
ou, but they may engage you too far

rh is one of the concerns from the

OLLOCK: And, so, again, back to

entation or one of vyesterday's
the IMPEP reviews. If a State was
to -- I'm just going to -- if they
hatever reason, and they were doing
sn't -- that was outside what their
~d to be, IMPEP reviews are one of
the balance.

all the

States, and even our
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If th

revision, we may 1

the Germanium Gall
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okay if we just m
chance to look at
are.

But,
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guidance. And,
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NRC regions are under the IMPEP
eviewed in how they license and how
@ how they enforce among their
hat's -- I mean, there are checks to
¢ things were occurring.

you know, the States are -- they are
they license their products in the
it's,

you know, we have a good

them and, you know, we typically do

one of these working -- the reviews
our 35.1000 guidance has come from
1th rare, rare, rare exception.

lere 1s a minor tweak update to a
jot go to the States. For instance,
ium Generator, we just made it brand
ipred with the OAS,

said, are you

ke it brand neutral? You'll get a

it, which they are -- all the States

in almost every other case, they

ves on our groups that develop the
again,

the guidance 1is specific
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s that we deem necessary for the

@lities.

NAN PALESTRO: Ms. Holiday?

[ODLIDAY : Did Megan want to speak
NMAN PALESTRO: Ms. Shober?

R SHOBER: The thing that I just

it the -- any of these 1licensing

jor efforts to research and pull
quite frankly, NRC doesn't have the
by themselves. So,

you're talking

ow, what do you have, six people,

DLLOCK: When we're fully staffed
R SHOBER: Yes, when you're fully
b, by drawing from Agreement State

© 150 people that could jump in and
@l help in doing that.
t really is a national effort to

dduct like this.

Cou

(202) 234-4433
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And o
have medical tean
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help us.

They
licensed inspectd
review, this. Th

We al
of the three regij
have our NRC lice

So, t
we get the resour

And,
with our ACMUI ms
know, f£ill the ga

And t
the manufacturers
needed.

CHATIR

MS. H

my comments with
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now, everyone working together to
ut our best foot forward.

0, as Megan stated, you know, we
staff of six people for all these
do rely on the Agreement States to
also have, you know, they've got
rs that are out there seeing this
ey're very familiar with it.

$O0 use our regional staff. So, out
bnal offices, we'll use because we
mse reviewers and inspectors.

hat's how we get the -- another way
ces to do these technical reviews.
as I said earlier, we will consult
mbers to also help us fill us, you
s .

hen, we'll -- and we do reach out to
and get the technical information
NAN PALESTRO: Ms. Holiday?
OLIDAY: So, I'm got to try to give
respect to everything I've heard

e, from Doug, from Lisa, as well as
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CR.

ecause there are newer members on
couple of vyears ago, I gave a

he Committee related to how it is

licensing 35.1000 modalities.

ow we also obtain information about

2}
\"Z3

as Doug alluded to, there are
we learn about these technologies.
gh our MOU with the FDA. It could
flacturer comes directly to NRC and
hey're getting ready to, you know,
technology.

uld be through an Agreement State

the sealed device

D

sourcing

hin their State or they have a
reached out for them, or potential
® add it to their license.

uld be through one of our NRC States
they are coming to us telling us
like to get a license for this
jnce we get that information, it

dlevelopment of a joint NRC Agreement

Up. It could be that if it starts
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State, they could come to us and

ion about if this is how they should
.

they may come to us and
ot sure how we want to do this, can
jreement State Working Group?

1y have heard or you have heard over
e importance of a national materials
is our

what that essentially is,

our co-regulators in the Agreement

lrrently has 13 States and there are
rs. Come October, There will be 38
ind 12 NRC States.

rpally it -- a lot of our licensees

iterials licensees are in Agreement

being said, 35.1000 licensing

D0 period, is the Compatibility D.
bt Agreement States do not have to
00 licensing guidance.

often times,

gan said, you know,

do not have those resources to

guidance or how they would like to
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m modality.

hey do tend to lean on the concept
mt State Working Group.

er, there have been times where

do go ahead and issue their own

g or pursue how they want to license

4}

lity ahead of the NRC's guidance or
State's product being developed.
has happened. That happened at

manium Gallium-68 Generator where I

H State of Virginia that licensed it

m, there are places like that. So,
1 like rogue is a very strong word,
¢ discussed in these meetings, often
m that physicians have is that, if
Ho practice in one State, that is an
or example, New Jersey and New York.
requirements

in New Jersey may be

tw York. And, the reason for that

w, at NRC, we have granted these

these states, hence, Agreement

we have given them certain

ity for their program. So, you
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know, while it wg
a very uniform s
because we have g
not realistic to

Altho
Megan, very commdg
these licensing
just piggyback of
their needs.

But,
times, it 1is esse
Agreement States

Hopef
comments.

And,

brought up the not

in engaging t

recommendations s

But,
that at ACMUI,
committee. The

State Working Grg
in itself.
The w

has language in {
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1ld be very ideal if we could have

1]

4t of how we approach regulations,
ranted these authorities, it's just
expect that.
ygh, by default, as you heard from
nly Agreement States will wait for
guidance to be developed and they
[ of ours or they tailor it to fit
often times, 80-plus percent of the
mtially our licensing guidance that
will use.
that addresses

wlly, everybody's

nlso, before I forget, Mr. Peters
ion about how we should be proactive
he ACMUI and that ACMUI's
hould be the standard.

T would also like to remind you guys
independent

you are an advisory

working group, the NRC Agreement
up is an independent working group
in their charters, it

orking group,

there built in that they can reach
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out to the ACMUI

advice or recomme

We al
manufacturers if
times have done t

I knd
Icon Working Grouj
times because, aq
Committee is th
expertise on staf]

That is why you a

So, Y
But, just like an|
independent. Yot

make the decisior|

inform us.
And,

all of the federn

U.S. government,
recommendations.
Many

accept or implem
recommendations.
So, t

value your input

if

fe

]

I

D

d

B

1

b

)

1]

q
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should they need information or
dations.

50 have the ability to reach out to
we have questions. And we often
nat.

w, for example, for my Perfexion
, we reached out to Dr. Suh several
the purpose of this Advisory

ain,

t we do not have that medical
F. That is why you guys are here.
re important.
rs, we do reach out to the ACMUI.
rthing, ACMUI's recommendations are
advise staff, but ultimately, we
We consider everything that you
ns Doug said, I mean, compared to
n]l advisory committees across the
we accept a lot of the Committee's
FACA agencies

Committees, only

nt less than 50 percent of their

at is to let you know that we highly

and your advice.
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Thank

CHATIR
Holiday.

Any o
Committee?

(No 1

CHATR
room?

(No 1

CHATIR
phone?

(No T

CHATIR

All r
before lunch is t

Anyon|
have addressed?

(No 1

CHATR
that I would appr;
of the meeting, bi
and you've done i

If st
of the members

information as we
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you.
MAN PALESTRO: Thank vyou, Ms.

ther comments or questions from the

esponse)

AN PALESTRO: Attendees 1in the
esponse)

NAN PALESTRO: Attendees on the
esponse)

NAN PALESTRO: All right.

dght, the next topic and final topic

he open forum.

e have any issues they'd 1like to

esponse)
NAN PALESTRO: Have just one comment
Hciate it if, and not before the end

Ut certainly in the next week or so,

t in the past.

I

8ff would put together a list of all

bf the ACMUI with their contact

11 as what category they represent.
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It wo
we want to contad
for the Chair,
subcommittees, I
expertise.

And,
radiation oncold
subdivisions, br4g
one off the top o
in the list.

Mr. B

MR. BH
you.

CHATIR

Not
distributed, obvi

MR. BH
that to the ACMUI

CHATR
we adjourn for 1lu

MEMBE

Yeste
subcommittee docy
and recommendatio

And {

just for me,
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uld be very helpful for all of us if

t one another. But, particularly,
me, when I have to put together

can look at the various areas of

1)1

long that line, with respect to the

gists, I know there are some

chytherapy and I forget the other

f my head, but I'd like to see that

dllock?
DLLOCK: Yes, we can get that for
NAN PALESTRO: Thank you.

I'd like to have it
ously, to everyone.

DLLOCK: Right, we can distribute

members.

NAN PALESTRO: Anything else before
mch?

R SHEETZ: Yes, I do.

rday, Dr. Metter presented the final

iment on breast feeding guidelines
ms .

here was some discussion on where
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that could be re
So, I wasn't sure
be referenced in
somewhere.

MR. B
going to remind
Sheetz, for that.

There

the Nursing Mothgd

accepted a report

was some discussi
is -- this reg
radiopharmaceutic
-- or these numbe
guidance.

CHATR
before.

MEMBE

this morning.

MR. BH
SOrry.

CHATIR

MR. B

second one was, 11

for staff on what

126
flerenced or published or so forth.

one thing I saw was maybe it could

the new 8.39 regulatory guide or

OLLOCK: Right, that's -- so, I was

the Committee, and thank you, Mr.
are, yes, there are two things from
pr's Guide. I think the Committee
, but there was sgpecific -- there
on of specific language to say this
brt 1is -- or the isotopes or

@ls listed in this are -- that this

ns are only for those listed in this

MAN PALESTRO: Yes, we acted on that

R SHEETZ: Yes, that was acted on

ODLLOCK: Oh, I must have been --

NAN PALESTRO: That's okay.

DLLOCK : Yes, and then second, the

| the Committee has a recommendation

you would like staff to do with the
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Nursing Mother's
Sheetz?

MEMBE
important that it
as an attachment.
practically that
it at this poing
years.

MR. B

on updating a dy

regulatory guide

So,

place for it. An
draft. It's a coz
that's open now a
And,
guidance document
But,
recommendations,
is on our ACMUI p

use it as a resou

And t

make it its own R

think we would px

have it as an attd
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Guidance, 1s that correct, Mr.

R SHEETZ: Yes, I think it's
is referenced somewhere or included
I just don't know what documents
could be referenced or attached to
in time without waiting multiple
(OLLOCK: Right. So, we are working
aft for Reg Guide 839 which is the
for patient release.
hat is -- that's one appropriate
J, staff feels we're working on that

Isideration because that's something

md we're working on.

that would be one appropriate
to attach that to.
if the Committee has any

Hgain, at the very least, the report
ublic website so people who want to
rce can find it.

hen, we can, you know, we can either
eg Guide or we can attach it as, I
it's much easier to

obably prefer,

rhment or an Appendix to the updated
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Reg Guide 8.39.
Sayin
process works, we
Guide and I know
Agreement State W
and Regional Work
That'
that just runs th
will go out for p
60 day comment pe
And 1

Mother's Guide w

included in the Re

comment .
So, j
CHATR
or questions?
DR. D
With
raised, we have a

address vyour rali

section on guidang

that will be refe
MR.

group's draft gui

[

]

1

§

U

f

e

\

A

1

¢

Cou

(202) 234-4433
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j that, the -- how the Reg Guide
-- staff will draft the Regulatory
Said Daibes leading effort with an
brking Group, that Agreement State
lng Group.
|1 then go to our Office of Research
r process of regulatory guides. It
1blic comment. So, there will be a
riod.

-- and that -- so then, the Nursing
uld be included as a -- if it's

g Guide, it would be open for public

ist for your awareness.
IAN PALESTRO: Any other comments

\IBES: vyes, Said Daibes.

respect to the question that was
section in Reg Guide 8.39 that will
we'll have a

sted concerns. So,

e and some extractions of the report

renced back to the report, yes.
BOLLOCK : Yes, 1in your working
lance.
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DR. D
by the working gr
CHATR

Any o

(No 1

CHATIR
before we adjourn

Numbe
reservations at f
sure you use N-18

And,
a couple of extrg
photo.

Thank

MR. B

And o
shared, does that

CHATIR
mean to --

MR. B
the Nursing Motl
decided that they
Reg Guide 8.39.
Committee?

MEMBE
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ATBES: Yes, so that was determined

dup. And, we're Working on it.

NAN PALESTRO: All right, thank you.

ther comments or questions?

esponse)

MAN PALESTRO: All right, just
two quick items.

r one, when vyou are making your

lhe Marriot under Group Code, make

so that you get the NRC rate.
number two, if before we leave, take

minutes here, need to get a group

you.

OLLOCK: Thank you.

b, 1s that -- so, what Dr. Daibes

satisfy the Committee? No --

NMAN PALESTRO: I'm sorry, I didn't

DLLLOCK : -- for the Reg Guide, for

nler's Guidance, the work group's

1 believe it should be part of the

Is that satisfactory to the

R SHEETZ: Would you like a motion
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from the Committe

MR. B
That's the action

MEMBE

CHATIR

(Wher
went off the rec
p.m.)

CHAIR
going to reconven
ACMUI Subcommitte
the Team works un

And 1
discuss and prese

MR. (
right. Hi everyl
I'm happy to be
invitation.

I woxy
And I serve as t}
Act, FACA, Commit

My ¢
activities of thd
The ACMUI of courd

Safeguards, and

H

I

g

»

I

g

¢

if

I

H
4

il

t

Cou
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J

DLLOCK: We don't need to do that.

we're going for.

¥ SHEETZ: That's great.

IAN PALESTRO: Thank you.

rupon, the above-entitled matter

rd at 11:57 p.m. and resumed 1:05

AN PALESTRO: All right. We're

t now. Next topic on the agenda is
rs, NRC Staff, NRC Management, How
ler FACA.

r. Chazell and Mr. Bollock will

it this.
IAZELL: Okay. Am I working? All
ody. My name is Russell Chazell.

with you today. Thanks for the

k in the Office of the Secretary.

e NRC's Federal Advisory Committee

ree Management Officer.

bple as CMO 1is to monitor the
NRC's three advisory committees.

2, the Advisory Committee on Reactor
the Network

Licensing Support
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Advisory Review P
So,
committees that
agencies that hav
My 3]
committees comply
Doug Bollock, w]
Designated Federd

DFO, he ensures t

So tq

overview of FACA|

history. And Dou
later.

And T
stuff before. Hoj
new to some of yo

So, (
in the '70s, I
committees to do
is relevant, obje
Act p
comply with rea
keeping requireme

Furth

the confines of F
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anel .

those are the only three FACA
the NRC has. There are other
e a lot more.

b 1is to ensure that the three

with the requirements of FACA. And

o vyou all know, serves as the

il Officer for ACMUI. And as the
lhat ACMUI complies with FACA.
pday I'll provide an agency level

As well as discuss some ACMUI

g will address some specific topics

apologize if you've all heard this
jefully you haven't. Hopefully it's
w. But, I guess we'll find out.

bngress when they passed FACA back
intended for FACA

think it was,

three things. Provide advice that
¢tive, and open to the public.
romptly to complete their work. And
jonable cost controls and record
mts.

er, the committees operating within

ACA, serve the public interest when
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they provide fedsg
expert informatid
issues affecting
they participate
decision making p
So, 4
processes, the N
that committee mef
advice sought und
And b
expended, FACA cd
FACA, but other f
and the Sunshine
there 1f vyou ne
insomnia and you
There
Public Law 94-409
Act. And if you
Addit
with regulations
Administration, &
program manager £
So, 1i

Parts 101-6 and 1

lay out details

132
dral officials and the nation with
n and advice on a broad range of
federal policies and programs. And
jctively in the federal government's
rocess.

$ you know from your own selection
RC goes to great effort to ensure
nbers can provide the kind of expert
er the auspices of FACA.

gcause taxpayer resources are being
mmittees must comply with not only
ederal laws such as the Government
Act. And I've got the citations
ed a little -- if vyou're having
meed something to put you to sleep.
s Public Law 92-463 is FACA. And
is the Government and the Sunshine
Hoogle those, they'll come right up.
1ionally, FACA committees must comply
promulgated by the General Services
rcause they're the government-wide
or FACA, and then the NRC.
hplementing rules for GSA are 41 CFR
And those are the rules that

02-3.

like you have to announce your
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meetings 15 calen
to be published i
kind of stuff.
And
regulations can b
in these books he
So, 1
committee must h
which in our case
7.11. And the
meeting agendas,
meetings, adjourr
when directed to
laws and regulati
So, n
guick. So here's
It wa
the Charter reney
jobs as CMO is to
GSA.
And
Commission saying
this Committee.
And t

with GSA, then ws
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dar days in advance. And they have

m the Federal Register and all that
ghen the NRC's

FACA implementing

e found in 10 CFR Part 7. Which is
Te.

n order to comply with FACA, each
jve a Designated Federal Official,
is Doug Bollock, pursuant to 10 CFR
DFR will -- the DFO will approve

convene the meetings, attend the

| the meetings, chair the meetings
do so, and ensure compliance with
ons .

ext slide. This going to go really
a little history on ACMUI.

¢ established on July 1, 1958. And
/s every two years. And one of my
process the Charter renewals through
we sent up a SECY paper to the
we want to go two more years with
ho you approve?

hen once they do that and we consult

file the Committee with GSA. And
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send copies of
Representatives,
Congress.

ACMUI
Safety Security

Office of Nuclea

And my understandi

is Daniel Collir
Sabrina Atack. ]
met them, so.
There
You're all specidg
special type of
that limits your
day period. And
for Level Four of
One o
FACA and the GSA
provide them with
have to go throug
Charter, and we
this year.
We h

membership baland

on the GSA's dat

q

A

1

il

4l

!

f

l

4

ol

Cou
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the Charter to the House of

and the Senate, and the Library of
reports to the Division of Material
state and Tribal Programs in the
r Material Safety and Safeguards.
ng is that the current MSST Director
S . And the

Deputy Director is

o I presume you guys have already

are 13 Committee members appointed.
L government employees, which is a
mployee in the federal government
vork effort to 130 days in any 365-
our pay is capped at the daily rate
the SES Schedule.

the requirements that we have from
implementing regulation is that we
a membership balance plan. And so
1 every two years when we renew the
did this earlier
wwve to that

provide a copy of

p plan to GSA. And it gets posted

base. Another thing you can look
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at if you have tipe,

And
committee in the
15 hundred of the

And vy
different committ
And you can see |
listed on that da

And t
might be interest
committees.

But,
balance plan
professionals of
diagnostic and th
medical administr

And ¢
so whenever we h
that we have to
members.

The ¢
limit of two ter
Director of  NMjJ

Commission.

And g5 you know,
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at FACAdatabase.gov.
it has information on every FACA
government. And there's like 12 or
m. There's a lot of them.

ou can search by agency and see the
¢es. And you can see the reports.
tho the members are. So you're all
tabase.

lhat -- get whatever information you
ed in. And all kinds of different
the membership

for our purposes,

for ACMUI includes healthcare
diverse specialties who represent
erapeutic applications of medicine,
dtion, and patient care advocacy.

nat's what's in the Charter. And

Hve vacancies, that's the template

1

follow when we solicit for new

erms are set at four years with a
ms. Members are appointed by the
with the

HS after consultation

I think I saw on your
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agenda that you
All members must
conflict of inte
government employ
there are some di
is not your full
Subco
there are no starg
any subcommittee
that it's on an 4
One
subcommittees mus
the subcommittees
output or their d
They
committee, which
whatever output t
Meeti
There are some nal
exceptions like psq
things. But f£qg
discussions that
public.
And

Committee Managem
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iInd some ethics training yesterday.
comply with federal ethics laws and
rest laws similar to what regular
rees have to do. Although I know
fferences given the fact that this
time job, so.

mmittees. According to the Charter
iding subcommittees for ACMUI. So,
work you do, my understanding is
d hoc basis.
of the FACA rules is that
t report to the full committee. So
5 don't necessarily provide their
eliverables to the decision maker.
have to provide it to the full
then would provide whatever they --
hey wanted to the decision maker.
mgs must be open to the public.
lrow Government and the Sunshine Act
Hrsonnel matters or internal process
r the most part any substantive
you all have, have to be open to the
I'm the

Hhen as I said earlier,

ent Officer, and I have to validate

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

an annual reqg
Administration.
that they can ses

paying for.

And

basis. And we pr
every year. And
And w
sure that the in
responsive to whg
that information
How 1
government employ
looking at money.
We're
committee had co
know, that inforni
well.
We al
to whether or o
continue in the
those kinds of res
decision makers il

much money they'r

that the money thd
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brt to the General Service
That then goes up to Congress so
, you know, what the taxpayers are
hey do this on a government-wide
dvide input on our three committees
we upload it to this database.

¢ have to consult with GSA to make
flormation that we are providing is
t they're looking for. And mostly

1s how much did we spend?

lany government employees, regular
ree FTE did we expend? So, we're
We're looking at FTE.
also looking at if you -- if the

ntractor support of any kind, you

htion we'd have to put in there as

s0 have to make a recommendation as

bt the committee 1is planning to

next fiscal vyear. You know, all
sources, information that, you know,
1 Congress when they're deciding how
& going to spend,

they want to know

Hy are spending is being expended in
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a reasonable way.
And s
it's been my ples
can take any ques
CHATIR
comments from the
(No 1
MR. B
doesn't have any
a couple of topic
of them are just 1

Metter and Dr. Pa

MR. C
here Doug. Thank
MR. B

chance to ask Rus
(No 1
MR. B

guestions or some

up recently deali
What

subcommittees, tl
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And

meetings are -- b
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that's about all I've got. Again,

sure to meet with you all. And I
rions that you might have.

AN PALESTRO: Any questions or

Committee for Mr. Chazell?
rsponse)
DLLLOCK: Well then if the Committee

uestions for Russ, I can -- there's

5, some of them touch on FACA, some
ormal ACMUI process that I know Dr.
lestro can answer with no problem.
[AZELL: I can get out of your chair
5 again for your time.

LLOCK:

No, it's working now. Last

5 a question before he leaves.

rsponse)
LLOCK: All right. So some of the
things -- questions that have come

\g with ACMUI subcommittees.

is a -- and as Russ just esaid,
ere's no standing subcommittees.
rard that from us before.

heir meetings are ad hoc. The

it any full committee meetings have
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lic settings.

one of the questions is on

and composition. The reason for

ion, that is a -- that 1s a FACA

=
.

subcommittee is greater than -- if
it or greater of the full committee
then it has to be done in

rrating,

So that's why we keep the

n -- when we have a full committee
hittees can be up to six members.
ght now with a full committee, we
Yes?

EYS.

[HATRMAN METTER: So if you have an

committee, does that make it less?
LLOCK: Yes. And that has happened
wo ago. I know we had -- I think

11 or 10. So we had to get

1 to five or -- I don't know if we
four.

know we had to cut that.

HAIRMAN METTER: So my question is,
now we have a full committee. And

re a couple of our members are not

5 not filled.
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hbout our subcommittee? Let's say
¢ a meeting on the -- before?
DLLOCK: Yeah. If it gets to the

Ibers rotate off and there's a

subcommittee form
and they're at sj
one of the altern:
a determination t
down.
We wo
have to remove a
that is a possibi
VICE
CHATIR
on, I Jjust wan
understanding, cq
example we have 1
six members on th
If t
subcommittee rota
someone from the
MR. B
-- because then tl

of the new full c

CHATR

ed and they're working on something
Ix, and we have -- then the DFO or
Htes would have to count, would make
hat we have to cut the subcommittee
wld inform -- inform you. And we'd
member from the subcommittee. So
lity.

CHATIRMAN METTER:

Okay. Thank you.

NAN PALESTRO: Okay, before we go

1 to clarify that. It was my

jrrect me if I'm wrong, that for

3 members, full committee. We have
¢ subcommittee.

yo individuals who are not on the
He off, we're not required to remove
subcommittee, are we?

NLLOCK: No, we are. Because that's
lat would be greater than 50 percent
omm -- the full committee.

NAN PALESTRO: I didn't think we had
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o before. I just want to double
be clear about that.

MOLLOCK: Sophie, you can correct me
t they will --

HOLIDAY : Okay. So generally
¢ is saying i1s correct.

ink what you may specifically be
yuse very rarely do we actually have
at has more than five individuals,
subcommittee that reports out every
al events. You know, that -- we'wve
1th the subcommittee.

eard during Russ' presentation that
iInding subcommittees. So while his

orts every year, it's titled a
not necessarily a subcommittee in
ing forward an action or a
That subcommittee was pushing out
tiew of the annual reported fiscally
ported medical events.

flor example, for that particular
had six members, we didn't have to
Other

mittee membership for that.

r instance, Yttrium-90 or comments
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J guidance, training and experience,

ve, and are expected to reduce the

number of subcomn
Becauy

presenting the 9
committee, becaus
committee, the fu
If o

subcommittee, and
the committee, ar
are approving a cé

you only have foul

that say we're 4

subcommittee is t

carry.
So
membership less tl
of members on the
MR. B
Sophie, thanks
subcommittee. Bsg
they do by practi
But y

other things goi

recommendation be

|l ttee members.
se the idea is that when you are

lbcommittee's report to the full

D

g it has to be a product of the full
11 committee takes a vote.
lou  have six members on that
say you only have ten members on
1 six members on that subcommittee
Brtain motion, we support this. And
| remaining members on the committee
gainst this, well by default the
he majority. So the motion would
have

hat's the reason why we

Han 50 percent of the current number

committee.
(OLLOCK: Right. And so it's -- and
for bringing up Dr. Ennis'
rause that -- that's normally what
Ce.
gsterday I think you were -- you had
ng. Yeah. They actually gave a

rause they did a review and gave a
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staff to do an information notice
vsis -- a three and a half vyear
ot just going over the events and
b1 .

at would be --
CHAIRMAN METTER: Can you explain
involved?
DLLOCK: So, if a subcommittee has
iittee is doing work coll -- well Sop
tamples Sophie was giving was the,

committee had six members and even

What the subcommittee did was

{7

o1 .

hen a subcommittee is deliberating
mittee -- for something the full
on and then give action to advise

follow -- right, you have to follow

ent requirements.

IOLIDAY : Well, I wasn't here for
OLLOCK: Right.
IOLIDAY : But was there an actual

out of Dr. Ennis' subcommittee? Or
lhe subcommittee's presentation a

1 a motion was put forth by the
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DLLOCK: They recommended that we

1 notice giving examples of -- or

yeah, what they thought were the,
ractices that could help prevent
NIMMICK : So, just to clarify, a

tlally made to do that. That was a

¢ committee had. But we don't have

record to make -- to do the

1))

e .

A1

wasn't a motion made for the staff
drmation notice to move forward the
ecommendations for the time out
r best practices.

didn't actually have a motion for
Just it was -- it will be reflected
to be seen unless we do that before
it's just a recommendation that the
ave that it made in the meeting.
mot a formal recommendation.

DLLOCK: Right. So, because of --
§ful with what -- with what we do to
With what the

requirements, right.

1Tk does.
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hat's why generally we should -- or
With a rare exception if they're not
e sort of recommendation, would be
ore than 50 percent of the members
committee.
NMAN PALESTRO: Any other comments
hat Dr. Metter?
CHAIRMAN METTER: I'm sorry. But
d. So let's use Sophie's scenario.
radiation oncologist and the
1tions do not get filled.

let's say a committee of six

flinal report. Then could -- that
NMUI could not vote on it?
DLLLOCK: We would have -- no. We

& a member off the subcommittee.

CHAIRMAN METTER: So you would take

he subcommittee. Okay.
OLLOCK: Right.
CHATRMAN METTER: That doesn't make

®sition would probably be the same.
OLLOCK: Well, if -- okay, if you're
the subcommittee did all the

mes,

And then today two members drop off.
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further work, wou
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ork was already done. Following

ing is fine. Right? There's no

CHATRMAN METTER: But then who can

OLLOCK: But going forward, if they
her actions of that subcommittee,
would -- and going forward now that

the full committee dropped, they

CHATIRMAN METTER: Um-hum. Right.

DLLOCK: And we have done, I know
5 where we would have at least one
bcommittee if they were going to do

1d then have to.

"HAIRMAN METTER: But the -- let's
ttee presented their report, then
®r has to then drop off. But then

to the full committee with a person
Ibiased side.

Gist wondering how the logistics --
an on that. So, I'm just wondering
there.

you Sophie for the explanation.

A lot of the reason

(PLLOCK: Yeah.
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bpphie said and the rules, or 1like

1 under the Sunshine Act, which is

of what the federal government is

is done in the public setting.

1ght, so that's the main reason why

las to be less. It's multiple

ophie said, was the reason of you
m -- that bias.
t's also if you have -- we can't --

eration of greater than 50 percent
that has to be done in a public
that is considered now enough for
ommittee.

t has to be done in a -- under the
to be done in a public setting.
CHATIRMAN METTER: Okay.
NIAN PALESTRO: You know, in
I think it can potentially become
of these committees,

f with some

ling to figure out in some cases
¢drting and where action is or maybe
think the -- I think the simplest
to ensure that when we're

it 1is

mmittees, that there's always well
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we have a 13-member committee, if
hember subcommittee, probably very
re going to have to reduce that
JLLOCK: Right. And you know, there
Handing there will be times when you
member.
f after that members drop off and
back down to five, the DFO will
that will be done.
ere -- but yeah, I mean, that's a -
practice that the committee decides
mittees. You don't have to.
gain, 1t can run into that tricky
are members -- the full committee
ilb. And then the subcommittee would
ge its numbers.
NAN PALESTRO: Thank vyou. I'm

R OUHIB: Yeah. I think that might
what the responsibility of the chair

llar committee or subcommittee or

r to presenting anything if there's

br something, perhaps to evaluate
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e count?

should we propose that action,

ot qualify?

OLLOCK: We're still 1looking at,
's my responsibility to keep track
And so it's not -- it's not the

sponsibility to keep track of that.

n, like in your practice, right?

players. You work in team

1. back each other up.

ny, you know, if you recognize it

that's much appreciated. But that

pility does fall on the Designated

OLIDAY : Doug, 1f I can clarify

rated that -- can you guys hear me?

le FACA rule which Russ gave a

slides, the rule -- the final rule

I in 2001. It's actually silent on

bers that can be on a subcommittee

is more so an agency practice,

ere to be, I don't know if the work

br -- but we want to make sure that
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lesentation in terms of i1f there's

| subcommittee that whatever motion

1T

Hubcommittee that when it comes to
o for a vote that it's not, you know,
ses.

Hat is not a FACA requirement. That
| practice that we are applying to
ge .

Doug said, it is the DFO's
The chair keeps in mind, but it is
ure that we keep under that number.
our agency's best practice. And
t practice for the subcommittee.
DLLOCK: Right. And so another --

mmittee of -- we have 13 members on

subcommittee made of five members.

F3

¢ -- we have a public teleconference

Htee's report that five have been

have nine members that are able to

Ive a quorum that is considered a

11 committee to give a vote on. We

1 for the reasons that Sophie just

hat can happen. And we would be
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\CA regulations.
IAN PALESTRO: Any other comments

re we proceed?

rSponse)
AN PALESTRO: Okay.
OLLOCK: So, one of the other

nes to us, in the make up and work

the NRC staff resource for

s is something, the staff resource,
e NRC resource. We will provide a

ubcommittees to help provide

clarifying questions, guidance as

1r regulations work and what we are

aff resource is not a member of the

r of the subcommittee. They're not

the subcommittee.

are Jjust there as a resource to

ion and provide <clarification.

S

14

ley are assigned essentially by the

of factors. And what Lisa and I

lgning, whether it's something that

ten working on, are familiar with.
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staff members ar
group, one workin

They'
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Sometimes it's Dbg
equal amongst the

But,
report. Just mu
to give a present

Who d
subcommittee -- g
to make that deci

But ¢
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er it's -- sometimes it's just the
within our medical team. But as
mittee itself, the make up and the
| that is up to -- I couldn't to the
to the committee to just deliberate
hat you think a good make up is.

an ask, you know, for a makeup of
And then the work distribution of
y just share.

I know we've, you

rking groups, right. Most of my
¢ right now leading some working
¢ group or another.

ve got working group members. They

work as they see appropriate.

st just to split it up, you know,
different staff.

in the end someone has to write a
dh like subcommittees, someone has
ation and write a report.

oes that? I mean, that's up to the
hat's up to the subcommittee chair
sion.

I don't

hat's just how we do it.

can -- I think we have some time,
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And
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discuss that topi
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think it's really
the subcommittee,
chair.
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logistical thing,

So, W

a number of subco
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at to you all to discuss if that's
t to discuss.

gain, with the member make up for
subcommittee. You know, we have --
say in that.

and just from my observation over
car, I think the committee has done
ng the appropriate representation
Ik representatives on the committee
tees to give it balance. Balance
ht appropriate knowledge.

$o that's Just my -- given my
That's just something that the -
® Dr. Palestro if you would like to
¢ further.

NAN PALESTRO: No. I agree. I
1 up -- distribution work is up to
but in particular, the subcommittee
One of the other

DLLOCK:  Okay.

¢ome up, and this is just kind of a

about an active subcommittee.
hen Dr. Palestro took over, we had
mmittees. You know, and what makes

it an active comn

|ttee that's still working?
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hat makes it, you know, what -- at
subcommittee done with the work? I
1 the past we'll have said, okay you
s a comment that the work is done.
wsually once a subcommittee has
-+ either their work and provided a
y the full committee.

reviewed an NRC

rey've, you know,

ve asked you to review. Such as,

¢ recent SECY papers.

once that's been completed, the

L

dsentially -- we just kind of let it
mothing formally done.

1ld make it just by practice. We
ement that this committee's work is
lat it's no longer a subcommittee,
@lly disbanded.

can leave that -- again, I can give
that. Or I can leave that to the
ACMUI and the ACMUI chair.

u have any thoughts Dr. Palestro?
MAN PALESTRO: Yeah. I do. And T
tter who's anxious to express her
will defer to her.

CHAIRMAN METTER: Thank vyou Dr.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Palestro. I woul
Because sometimes
and it goes to ths
then.

And
closure and maybgd
site that vyou hs
committees have H
active committees

I thi
not only us, but
this committee m
tabs on what's go

I thi
are the committee
committees that 4
their charge.

CHATIR
agree that formal
of their work shd
-- or the subcom
end of the subcom

In ts

subcommittees, I

a list only of t

155

J 1like to have like a formal closing.
when you're chair of the committee

H NRC staff, I don't know where I am

rou know, so 1f there is a formal
N a site somewhere on the -- your
ve these are the closed -- these

ren closed. These are the current
nk that would be wvery helpful for
the public too. To see, you know,
Hybe they would keep more -- keep
1ng on there.

mk it would be helpful to know what
¢ that are still doing work and the
ire no longer --

or have completed

NAN PALESTRO: Well, I certainly
ly closing the committee at the end
1ld be done. And that's the end of
nittee, excuse me. And that's the
mittee.

trms of maintaining a list of the
would argue that we should maintain

he active subcommittees. Because
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go on forever.
1ow, they can certainly be archived
brical purposes. They may want to
Limes.

in terms of our day to day or our
lg work, it would be -- and I'll
y session later on, but it would be
to have the 1list of the active
as their membership.

DLLOCK: we have some

So, I can --

lave some options. Right? And one

eep, you know, Sophie and this week
-- our tracking 1list of the

5 one place that we can keep that

hen we go every meeting, you'll see

vas formed.

we'll

hen we'll try -- you know,

he formal closing of it. Whenever

r, you can formally close it.

hen it would close that and take
But it would be on that. That's

-- I don't know if any of my staff,

7 coordinator who would handle most
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f she has any thoughts? Sophie, do

ions on this? What you think would

OLIDAY: I have tons of opinions.
MOLLOCK: We'd like to hear them.
DLIDAY: So, I recognize over the

5 a lot of the feedback that we've
ol committee as well as our meeting
@akeholders, and staff, is that, you

ation should be shared, historical

$ another reason why we have posted
H recommendations, so that we can
Jal knowledge. I don't see anything
mg subcommittees, whether they be
bcommittees.

hat the past practice has been, is
NMmittee is given a charge, and their
¥ to review something and provide
on something. After that

dresented its recommendations to the

iid the full committee takes its vote,

either they endox
product is turn

speaking that is w

5e or they don't endorse, and that

5d over to the staff,

generally

hen the subcommittee's work is done.
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lat is when we have considered a
@ve completed its charge. And that
1 also note with respect to the old
recommendations and action charts,
sted on there, subcommittees that
a couple of years ago, there was a
committee to remove those types of
commendation action charts.

dbnce a subcommittee had been formed,
to keep it on the list.

Especially

nittee's work had already been
this information is posted on the
cause we post all of the ACMUI's

So for historical purposes, those

Yy personal recommendation is that

i post a list of the ACMUI

e could have a section that says
ees. And there could be a section
that subcommittees or

says past

it .

oY

of the subcommittee reports are

ACMUI subcommittee reports' web
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the link that goes directly to the
rts web page.
lonally, I still believe that once
bort has been presented to the full
2 full committee has taken a vote,
pses the subcommittee's actions.
on the

ome of my older members

age, by tenure, you will recall
er a subcommittee has completed its
been motions from the committee to
establish a subcommittee based on
the NRC staff is working on.

patient release. That was
hat was formed and was sunsetted.
Yttrium-90

rstablished it. The

I subcommittee did its work. Was

| shed.
So in

always have those options.

ou have completed your charge, that

ur subcommittee's report which then

becomes a final report of the

e actual action of closing the

t think that you need to actually

a motion to close a subcommittee.
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on the subcommittee's product is
mmittee.
I don't have

NAN PALESTRO: Yeah.

about that. But, in going through

committees, there are several older
it are still being carried on the
nembers of which have 1long since
somewhere there should be a process
Illy state that this concludes the
rk and the subcommittee is formally
point.

50 1t's a matter of record and we

subcommittees further. And if they

tablished, they be reestablished.
I -- and that's --
JLIDAY: Yes. I don't disagree with

bu know, when the subcommittee turns
to the full committee, while it
H captured as a formal motion on our
ep in mind, that chart is where you
t from.

you know, now that we have voted
yr report, the subcommittee has

rk and maybe sunsetted. Perhaps
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Ibiage that you want to use.

i as old subcommittees, the only old
I think that still exists is the
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[t consider that old, because that's
ancy.

we update those as needed.

NMAN PALESTRO:

Okay. So you had a

go over in a telephone conference

OLIDAY: Sure. Okay.
NAN PALESTRO: Mr. Ouhib?
R OUHIB: Yeah. I Jjust have a

probably that was addressed in the
e me for that if that was done.

1s for Mr. Bollock. Was there any
Hny point to actually have a nursing
thin the ACMUI?

NLLOCK: Just for clarification, you
+- like another ACMUI member? Like
who's a nurse, an RN?

R OUHIB: Correct. Yeah. Because
anybody else that spends more time

a patient. And we're talking about
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can think of some medical event
ld have been prevented by nurses if
ireness and so on.
this is Dr. Howe. 1I've

DWE : I --

al group since '87. And we have
ion of the ACMUI during that period.
do not believe we have ever had the
adding a nurse to the committee.

rw people that we have added, we've

added the hospital administrator.

atient advocate. And -- well, we

radiologist back in '86. We lost

added him back.

st one of our medical physicists.
k. But we -- in the previous to
re a hospital administrator.
in't have a patient advocate. And
So that was not

had a pharmacist.

tht be three people that we did not

r've never had a consideration for

¥ OUHIB: I mean, the only reason I

u look at, you know, the addition
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and all that, that are all in there.
e input.
hey have some valuable information

they could take to the nursing

NMAN PALESTRO: Dr. Metter?

JHATRMAN METTER: Thank you for that

nk as an authorized wuser, you're

he supervision. And that would be

se I think if you start adding the
il you have to consider the nuclear

lechnologist and all those other

I, you know, and I see what you're

think as an authorized user, you're

o for the supervision. So, that

wthorized user's purview.

NAN PALESTRO: Any other comments

OLIDAY: I could also add, you guys

Ih's subcommittee for the perfection
int -- no,

I'm sorry, I might be

llttees here. So many subcommittees.

think it is Dr. Suh's. So, there's
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partner.

le4

that ancillary staff or nursing
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t was clarified during a public NRC
loes not regulate nursing staff. In
\d conversations from the committee
dding other specialties such as
diologists.

or those same reasons that's why
1viduals aren't represented on this
body's that sitting at this table,
Lsts

to your physicians, to vyour

officer, to your pharmacist, all of
Jrized individuals under 10 CFR part
agreement state regulators have
tions that also apply to you guys.
bhts advocate, her job here is to
atever comes out from the committee
keeps in mind how it impacts the
are the individuals that I feel

represented on this committee. I

@ave you out Dr. O'Hara, and our FDA
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hese are the sgpecialties that are
dolicable in our regulations. So,
ng a nursing staff member to the

0 sure how beneficial it would be to

are just my personal thoughts.

NAN PALESTRO: Sophie, benefits
mittee felt that adding nursing, or
lline if you will, would be useful

low would we go about making that

exactly goes on?

IOLIDAY : Sure. So, as you guys
we have what we call a membership
mytime that we want to change the
on the committee or the specialties
5 on the committee that has to go
m approval.

a recommendation that

iiff this 1is

committee, staff will, like

to evaluate the committee's

U

We would have to write a paper to

he Commission would have to render

sion. Because that is changing the
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this committee.

itly our charter, your charter is

based on specific specialties

(AN PALESTRO: Dr. Schleipman?

¥ SCHLEIPMAN: I would just say that

nursing to the table, we could

t|- that would not preclude seeking

sel and so forth.
s the American Nurses Association.
And there are

lrse Association.

germane to nurses and around
lk we can certainly still canvas and
rions.

IAN PALESTRO: Any other comments
hat? Does anyone want to make a
1d that a nurse be appointed to the

ve move on?

rsponse)

IAN PALESTRO: All right. Thank
Mr. Bollock.

¥ OUHIB: Oh, I'm sorry. I make a
Zoubir. Sorry, this is Zoubir.

1 to add a nurse to the committee.
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NAN PALESTRO: Thanks. Is there a
esponse)
NMAN PALESTRO: All right. Then I

ies without a second. Am I correct?

(DLLOCK: Correct.
NAN PALESTRO: I'm sorry, Ms. Weil?
R WEIL: I'm not sure that, you

lat Zoubir raises, is an interesting
at some point in one of the meetings
d like to set aside some time to
sition of this committee.

determine if there are any
mstituencies that are not included.
1t we should consider expanding or
ership.

t1ldn't involve a charter revision,
11 thing. But perhaps it bears
 than just a simple motion on a
and, you know, group of people.
MAN PALESTRO: I think that's an
ion. No, I do. I think it makes a

nk it also gives us an opportunity

rent membership and decide whether
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priate as is. Whether you want to
btract.

would ask if we could add that to

& spring meeting.

OLIDAY: Dr. Palestro, this 1is

NAN PALESTRO: I'm sorry.
OLIDAY: Maybe what I would suggest
tees were every year prior, someone

s a presentation to the ACMUI, the

On to discuss the composition of the

rten we meet here at headquarters.
of the meetings, things like that.
il be the time where we add additional
discuss it in that setting.

se that's something that goes along
you happy with who you report to?
Ih how the committee composition is?
would be, in my opinion, the

ther place that the committee could

f you, though my newer members don't

far we -- Or every two years we do
yation.
hat -- there's a section on that
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ovide your comments about ways to
e's also another question about do
the current membership is
11d there be changes?

;s another opportunity where you can
Lt . And that

input is directly

raff's paper.

DLLOCK: Right. And this is Doug
per's the -- the next one will be
ct fall.

11 be soliciting ACMUI member input

-- yeah, early 2019, spring 2019.
s to make a change to the committee
now, go up, add another position
XC Commission approval.

would have to do that. And vyou
ble as Dr. Howe said, you know, in

membership numbers and positions

re, you know, some of have gone away
And others have been added. So,
Lt can happen.

rtually some of the discussion and
an had spoken about brings one of

hat was brought up, the stakeholder
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ut . Formal -- Dboth formal and

lk, you know, seeking or getting the
or the nuclear medic -- techs. Or
embers input, their organizational

nk that's the perfect example of

know, informal stakeholder input

low, the ACMUI members bringing it
u know, points that your staff or
stituents have shared with you.
rmally when we are seeking output
ow, we Jjust discussed the team
\gs may affect them or if you think
> input they can, you know, provide
either individually or through any
pnal organizations.
hat 1is another topic. You know,
of some informal or formal input
do -- I know we've had discussions.
and it's

ght this up with the --

n with Dr. Palestro and Dr. Metter

rr input.

[UI members going and presenting at
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among others. You know, we, the

burage that. And you know, we try
ere we can.

know Sophie has said this to you
t the years, both in these meetings
You know, we encourage you all as
bring that informal input that you
constituents.
Ho, vyou know, to help with the
And to help with you being --
fessional opinions and helping with

and you know, the issues that are

D

gre any -- and I'll open it back up.
else specifically that --
Yeah.

NMAN PALESTRO: I just wanted

I'm sorry Sophie, if you would
Jain, the time when you thought it
to discuss considering whether or
should be revised, the membership.

DLIDAY : Sure. So, based on what

ted further discussions, in the
m the NRC gives its presentation to

think I call it the annual review

omething along those lines.
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MR.
discussion on st
Comments, thought
VICE CHAIRM
the process agair
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outreach, but it

And c

the rules were?
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e talk about the frequency of the
lber of members on the committee and
It that time, you know, when I open
ind discussions from the committee,

opportunity to bring it up if you

quss it further.

NAN PALESTRO: Ms. Weil?
R WEIL: Yeah. That makes some
NAN PALESTRO: Could I then ask that

Hke a little note to remind us about

ring meeting at the time of that

OLIDAY: Absolutely.

NMAN PALESTRO: Thank vyou. I
Mr. Bollock?

BOLLOCK: Okay. Any other

IJ

Hkeholder input? Formal/informal?

? Dr. Metter?

2}
\"Z3

AN METTER: Can you just go through
)| of like when you have the -- for

Hience she had a stakeholder initial

was limited.

1]

dn you kind of go through that, what

L

ecause you had some -- a time frame
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But w
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(QLLOCK: Sure. Yeah.

CHAIRMAN METTER: And vyou had
needed to address.
it was because

DLLOCK: So the --

Its we didn't -- so when we sol --
¢its input from the general public,
we're asking

quires if specific

le public, say ©please give us
1s.

m require an OMB clearance, because
h review of the burden that we're
providing us information. There is
etimes if it's something that falls
1 regulations, we could put out a
motice and ask the questions.
1thout, you know, verifying that we
¢ verified that we're not violating
Lrse on OMB to put out a Federal
se of that,

to not violate OMB you

wt from wup to nine non-federal

at's what limited who we can go out

or the T&E example, we went out to
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MR. B
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can't ask ten or
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We ca

VICE
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adequate to soli
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tntities. And then we also reached
federal entities who have license
idiopharmaceuticals.

"HAIRMAN METTER: So you just have
ne non-federal. The others are up
there a total limit?

OLLOCK: It's just it's not a --
ed a burden if it's other federal
In  seek

input from other federal

CHAIRMAN METTER: Okay. So that
So there's just a limit on the num
il .

DLLOCK:

Right. We cannot go ten.

n or more. We can't solicit -- we
more entities outside of -- in the
give us information.

't request information.

CHATIRMAN METTER: But the other
1d be whatever you think would be
it what the greater diversity of
the other number was

DLLOCK: Well,

] entities. So for instance we
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MEMBE
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my hospitals and -- right? So that

-- it's a burden issue that limits

t's not considered a burden if it's
It's not considered a burden for

federal entity.

NAN PALESTRO: Ms. Weil?

R WEIL: Just to clarify. This is

y outreach? Not for --
BOLLOCK : That's what limited our

ach. Because we hadn't had --

19)]

t into the time constraints.

in't have the time to verify if we
1 review to do an OMB clearance. If
that verification whether we needed
to put out the questions.

B WEIL:

But the expanded outreach

nine non-federal?

OLLOCK: No.

R WEIL: Okay.

OLLOCK: We've had time to define -
lad time to wverify that what we're

All well and good.

ITMMICK: So if I could just add, so

that we're seeking to do, we'll be
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solicitation for that information
Register notice.
once we provide a general

lhe Federal Register, then we're not
er of stakeholders we can reach out
2l asking the same kind of information
eral solicitation.

(OLLOCK: Okay. Any other questions

esponse)

DLLOCK: All right. And then the
fic topic that we've been asked to
s, I know it came up on Wednesday
mmittee was asking it.

w does it work for the ACMUI, NRC
ment with say reviewing a report or
md I think there were some comments
ttee.

actually saw the concurrence blocks
And it just brought the question,

process?

o I can just walk the committee

L

H4s for say, you know, for our -- the

te SECY paper we just sent up to the
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you know our re
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If
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1+- staff will draft the paper.
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ow the process works, typically

And

1gh a management review.

le medical teams, one of the medical

cally write it. And then it goes

am leader.

;ill review it and concur. And then

\d concur. And then our division

now Dan Collins or Sabrina Atack,

PICUY .

nen it will go out to -- because a
involves licensing inspection, it

ns. So we'll send it out to the
review.

nd it to the agreement states for

1 then -- and that's the same time
ACMUI for your review.

hen after it comes back and we've
ents from all three of those -- of,

the

are the NRC. Address

agreement state c

it goes back thro

General Counsel.
And t

And then 1t cou

U

l

Cou

(202) 234-4433

mments and the ACMUI comments, then

igh -- it goes to our Office of the

len it goes to our office director.

ld possibly go to our Executive
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ations for signature.

1]

dre's still further, our lawyers get
dur senior managers get to look --
dr managers get to look at it before
mmission.

hose SECY papers, because ACMUI you
external advisor, your report, your
ts go with those SECY papers to the
Yy see exactly what you say, your
exact

your being the committee's,

ver that paper is.

g0 have a section where we include
vhat the agreement states, their
e papers. You also -- the ACMUI

sis.
mou're -- just the Commission has
qnt this -- the ACMUI's unfettered
1so send that as well.

hat's the process for say a paper
For the 35-1000 guidance that's
jpes a similar start. Typically
s done at a working group level.

¥ staff -- one of my staff typically,
egional staff, will co-chair along

state representative, will co-chair
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product goes to Lisa and I. It goes

ement just for review. It goes out
ent states. It does to ACMUI>
hen it comes back. It goes to the
Counsel. And then goes just back

or final approval.

NAN PALESTRO: Could you repeat that
tter?
hter)
CHATIRMAN METTER: It's a long

NAN PALESTRO: Any other comments
esponse)

HOLLOCK : Those are the sgpecific
come up in discussions we've had
uple of months that I believe the
bcommittee members wanted me to
lere anything else now that we're
s over?

like me as the DFO or just the NRC,
Or me,

r us? any you'd like to

esponse)
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Or 1igs

appropriate term?
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Don't worry.

CHATIR
habit. I 1like to
prefer.

MR. B
it will be staff

(Laug

CHATR
So, what I'd liks

said, the list of

themq.
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NAN PALESTRO: Thank you.
DLLOCK : I think that was enough.
NAN PALESTRO: All right. The next

| is sort of continuing along with

The ACMUI subcommittees,

197

ership and the ACMUI Chair.
iindicated when I was -- when we were
lhen Mr. Bollock was talking, that I
list of the subcommittees and their
illable for the ACMUI, along with the
88 it staff resource? What's the
I'm sorry?

IOLIDAY : The term 1is synonymous.
NMAN PALESTRO: I'm a creature of
see consistency. So, whatever you
DLLOCK:

So for my last three weeks,

resource.

hter)
NAN PALESTRO: All right. Fine.
to see for the committee is, as I

the subcommittees and their members,
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And I
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And o
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on all of the
presentation. So
And A
for the time and
do it most of thdg
consistently.
Ms. W
MEMBE
the chair and the
it would be inter
the subcommittee
CHATR
Thank vyou. Yeal
charge shifts. A
So, I
apologize for tha

All r
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term expiration. As well as the
would -- I know that it will be on
I would appreciate it if it could
excuse me, to the committee members
eeting or something, twice a year.

m the reports of the subcommittees,
staff liaison's name should appear
reports as well as on the slide
that everybody knows who they are.
b that they also are acknowledged

effort that they put into it. We

time. I don't know that we do it
eil?
R WEIL: In addition to the name --

names of the subcommittee members,
e@sting to have the actual charge of
listed.

NAN PALESTRO: Absolutely correct.
I because it seems over time the
md it's not what it originally was.
think that's an excellent point. I

t oversight.

ight. So, next --
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month.

CHAIR

MEMBE

might be problemgtic.

your first term,
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QLIDAY: Dr. Palestro?
NAN PALESTRO: Yes, ma'am?
IOLIDAY : Procedurally, is this a

¢MUI?

AN PALESTRO: Does it require a

DLIDAY: Do you want to keep it on
it should come forth as a motion.
So the

NAN PALESTRO: All right.

the motion is the following: that
le ACMUI be provided at least twice
the subcommittees along with the
ir charges for the subcommittee, its
ir date of termination on the
Ubcommittee, as well as the staff
Staff liaison, excuse me.

Staff resource.

(PLLOCK:

MAN PALESTRO: Staff resource.

day Mr. Bollock. I'm sorry.

BOLLOCK : Yeah. It's been a long

NAN PALESTRO: Ms. Weil?
R WEIL: The date of termination

Because if you're finishing

1t's not known whether you're going
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T another term.

NAN PALESTRO: But I would still

R WEIL: Okay.

NAN PALESTRO: All right, I mean, I

t is vyour first term, then your

r should be aware of the fact that

ere.
R WEIL: Okay.
NMAN PALESTRO: It's just something

Because I don't -- that information
leadily available to us on a routine
that then have

T1'd rather have

ODLLOCK: Yeah. And we have that

NAN PALESTRO: Mr. Green?

R GREEN: Or it would be simple
c the year of termination followed
(1), first term or (2), second term.
DLIDAY: There is a contact sheet
provided to the committee ahead of

ists all of the contact information,

1 second term and start date.
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MR. B
(Laug
MS. H

our discussion

something on the ¥
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was not provided for this meeting.
c it this

shortly after meeting

can also ask, I think I heard you

not mentioned during this motion,

requesting that we create a web page

bcommittees?

NMAN PALESTRO: No.
DLIDAY: Is that also included in
NAN PALESTRO: No. Not at all.
DLIDAY: So this is just information
membership about members' terms and
pn?

NMAN PALESTRO: Yeah. It's

H committee about the subcommittees'

~, and the members and when their

MLLOCK: And the staff resource.
hter)

DLIDAY: But I thought earlier in
we said something about listing

Vebsite for active subcommittees and

NAN PALESTRO: I thought it was
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The 9
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believe that's th
CHATR
MS. H
CHATIR
UNKNO
CHATR

MEMBE

185

bsite?
I[OLIDAY : Subcommittee reports are

ebsite. Subcommittees and their

NMAN PALESTRO: All right. Then we
and the motion to include all of the
you're going to email us, staff is
to be maintained on the website.

I think

DLIDAY : If T may suggest,

on to be, that the NRC staff will
ttee membership, just the committee
the information regarding the
md their contact information, and

e€s they're on or the membership of

ccond part of that motion is that
L create a web page that will list
ges and sunsetted subcommittees. I
e motion?

NMAN PALESTRO: Correct.
OLIDAY: Thank you.
NAN PALESTRO: Is there a second?
WN: Second.
NAN PALESTRO:

Any discussion?

R OUHIB: Well, I had another
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sure if we're moving.
with the charge, do we have an
sunset date on those reports?

rts or not?
AN PALESTRO: I don't think I would

of that detail. I mean, we can
ubcommittees are going to conclude
ind such a time.
may or may not. And I think that's

important to the individual
to the rest of the group.

n, I think we've already got a lot
ind I don't want it to turn into a,
ome.

r it to be something that's easily
ryone. Particularly the Chair of
I'm Chair now.

r. Metter who follows me. Because
ltimately responsible for putting
es together and making sure that
rnt membership.

f we're going to have -- I think
lot of information. And I would
anything else.

Unless people feel

it .
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experience for al
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Suh, Dr. Alderson

187

ther discussion?

esponse)

NAN PALESTRO: All in favor?

of hands)

NAN PALESTRO: Any opposed?

of hands)
NAN PALESTRO: All «right. It
ight, so this is a 1list -- excuse
fist. Next slide, please. No,

the correct slide. I'm sorry.

1st of the ACMUI subcommittees that
Are the annual review of medical
and experience for all modalities;
H reporting and impact on patient
event

medical reporting for all

t  the Dbrachytherapy, which was

Hhe former patient intervention

1 the patient release SECY paper

dition we created a new subcommittee
'd like to start with training and
1 modalities.

Lrrent members are Dr.

Metter, Dr.

who just rotated off the committee,
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CHAIR
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So, 1
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Alderson.

And 1
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requirements curr
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Is th

VICE
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Shober. And Dr. Suh rotates off

lmagine in a few --
CHAIRMAN METTER: And then Michael

AN PALESTRO: Mr. Sheetz is on now?

¥ SHEETZ: I'm on there also.
IAN PALESTRO: Okay. So Dr. Suh
'MUI in a couple of weeks. And Dr.

rotated off.

would 1like to add Dr. Ennis to
And Dr. Schleipman to replace Dr.
t's just make sure, I'll check with
nrat the charge of this committee is
eview the training and experience
ently in effect for all modalities,
lations for changes as needed.

it correct?

is correct.

CHAIRMAN METTER: It

IAN PALESTRO: All right. And the

ff resource or staff liaison Mr.
rf resource is Ms. Ayoade.
ight.

Let's see, can we go back?

r looked -- yeah, go back. Yeah.
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Dr. Suh, who's rd
and Mr. Sheetz.

Is th

VICE

CHATR
specific charge o
review trends in
recommendations t

And t

MR. B

CHATIR

MEMBE
if this is a omns
looked up the in
subcommittee.

CHATR
subcommittee?

MEMBE
And that was pres

CHATR
believe I added vy

VICE
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mnual review, I'm sorry, I did this
The annual review of the medical
Jr. Ennis who's chair, Dr. O'Hara,

tating off, Dr. Metter, Mr. Ouhib,
@t correct?

CHAIRMAN METTER: Yeah.
NMAN PALESTRO: And the charge, the
f this committee is to periodically
medical events. And to formulate

@ reduce them.

he staff?
(DLLOCK: It's Dr. Howe.
NAN PALESTRO: Dr. Howe.

B GREEN: Dr. Palestro, I'm not sure

fime consult, but I was asked and

Hormation on 35, part 200 for this

NAN PALESTRO: For which

R GREEN: For the medical events.

ented yesterday.
NMAN PALESTRO: Were you -- I don't
du to the committee.

CHATRMAN METTER: It's six to five.
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All
subcommittees th
disbanded. That
Can we go back on
Medic
patient safety cu
for all modalitis
-- which 1s cg
intervention subg
paper review; and
These
their tasks. Arn
subcommittees, th
Any g
(No 1
CHATR

motion to -- no-?

MS. H

go back just to t

modalities subcomn)

CHAIR

MS. H
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NMAN PALESTRO: Let's see, Dr. Suh,
four, five. So then Mr. Green, I
d Dr. Suh is rotating off.

right. Then there are several

at I believe are ready to be

would be the next slide, please.
e? Okay.

@l event reporting and impact on
lture; the medical event reporting
5 except the brachytherapy combine
with the former

mbined patient

pmmittee; the patient release SECY
the Y-90 microspheres.

subcommittees have all completed
on several of these

1 as I said,

e members have already rotated off.

westions about that?
esponse)
NAN PALESTRO: Sophie, do we need a

Okay.

DLIDAY: Dr. Palestro, 1if I could
he training and experience for all
mittee slide.

NAN PALESTRO: Yes.

DLIDAY: I don't think you mentioned
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Mr. Michael Sh|
subcommittee. Sq
with membership n

But ¢
we will now have
to replace Dr. Sy
Ms. Shober, and M

CHATR
to six total?

MS. H

CHATR
I'm going through
as to why we sh
members.

Becau
and I obviously I
should.

But,
Next slide, pleas

Addit
sunsetted as you
requirements for
- I guess that's
Mothers Guideline

And t
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eetz. He was added to the
| you currently just - you're fine
umbers .

nis is six individuals total. So
Ennis

Dr. Metter as the chair, Dr.

th, Dr. Schleipman, Ms. Laura Weil,

1. Sheetz.

NAN PALESTRO: And that brings us

OLIDAY: Six total.

MAN PALESTRO: Well, as you see as

this, I think I'm the best example
buld have a list of subcommittee
se going back and forth in emails,
ave not kept track of it the way I
thank you Ms.

Holiday. All right.

Fan
A1
.

lonal subcommittees to be ended or
| prefer. The physical presence
the Leksell Gamma Knife Icon; the -
the last, no I'm sorry, the Nursing
s, which is on the next slide.

hat is it. Dr. Schleipman?
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68 -- or before w
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accepted by the f
All 1
so lef

All right,

68 licensing guid

Ms. |
Metter, Dr. Mar
subcommittee. St
MR. B

CHATR
right, I need to
comment on the Re
patients administ

I wou

committee.
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kK SCHLEIPMAN: Your previous slide

jum Gallium 68 there.

NAN PALESTRO: That is a mistake.
R SCHLEIPMAN: Okay.
NMAN PALESTRO: Okay?
R SCHLEIPMAN: Okay.

NAN PALESTRO: So for the Gallium

e get to that, any discussion about
€s?

say, they've all completed their

reports have been submitted and

wll ACMUI.

light . Ms. Holiday, any? Okay.

's go to the Germanium 68, Gallium
Qnce.
Sheetz, Dr.

Hhober i1s chair, Mr.

tin, I'd like to have on that
aff?

OLLOCK: Dr. Daibes.

NAN PALESTRO: Next slide. All

form a subcommittee to review and
gulatory Guide 8.39, the release of
ered radioactive materials.

Ild ask that Mr. Sheetz chair this
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MS. H
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this is related td
your patient's ri
Or is
that her term wil
(Laug
CHATIR
agree to join ths
that subcommittegq

Thank you.

And

Mr. Ouhib?

MEMBE

the release of
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R SHEETZ: I'd be glad to.

NMAN PALESTRO: Members, Ms. Shober,

bDr. Schleipman, and Dr. Martin.

OLLOCK: Dr. Daibes.
(OLIDAY: Dr. Palestro?
NAN PALESTRO: Yes, ma'am?
[OLIDAY: May I also ask as since
patient release, might you consider
ghts advocate?

this because her -- keeping in mind
1 be up next August.
hter)

NMAN PALESTRO: Ms. Weil, would you
§ committee for the reminder of --
)l for the remainder of your time?

hen the Yttrium-90 -- I'm sorry.

R OUHIB: Yeah. Just a comment on

patients administered radioactive

re a representation on therapy and

that been looked at? And

NEAL R. GROSS

material. Is ths
all that?
Has
brachytherapy?
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CHATIR
me.

MEMBE
about? What rad
about? I just

representation wi
CHATR
release of pati
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MR. B
it's our guidance
MEMBE
MR. B
MEMBE
prostate implant
one of them. Is
MR. B
MEMBE
question, is ther
committee that cai
CHATIR
ask the members o
MEMBE

CHAIR

Acceptable to you
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NAN PALESTRO: I'm sorry, you lost

R OUHIB: So, what are we talking
ioactive materials are we talking
want to make sure that there's a

thin the --

AN PALESTRO: I believe this is the

ents who have received unsealed
correct?

DLLOCK: Correct. And it's all --
for all. Yeah, it's all

R OUHIB: All?

OLLOCK: Um-hum.

R OUHIB: That means if you have a

qnd the patient was released, that's

that correct?

OLLOCK: Correct. It's -- yeah.

R OUHIB: Okay. I think my
e a good representation within that
1 address all of those? That's all.
MAN PALESTRO: Okay. Well, I'll
f the subcommittee. Dr. Martin?

R MARTIN: Sure.

MAN PALESTRO: All right.

Mr. Ouhib?
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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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

MEMBE
CHATIR
you for bringing
Again
nothing else, it
difficult it 1is
together and get
maybe that's just
Okay.
the release, Mr.
Ms. Shober, Dr.
Martin, and Ms. W
Next
Which on the slid
until late 2019.
at this point.
Am T
this morning?
MR. B

CHAIR
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R OUHIB: Yes. Thank you.

MAN PALESTRO: Right. No, thank
1t to my attention.

you know, if this points out
certainly points out how to me, how
to try to put the subcommittees
the appropriate individuals. But
my limitation.

For the regulatory guideline and
Sheetz is chair. The members are
Dilsizian, Dr. Schleipman, Dr.
eil.

Yttrium-90

is the microspheres.

1J

g I have, is not slated to be formed

But I believe that it's due earlier

correct based on the discussions of

form that subcomn

MR. H

subcommittee to b

when staff's read

CHATR

(PLLOCK: Yes.

NAN PALESTRO: So, we really should
lttee now.

DLLOCK: Yeah. You can form the

0]

H standing by to review the document
¥ to provide it.

NAN PALESTRO: Okay. All right.
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MR.

a—

licensing guidanc
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will be Dr. Dilesi
Schleipman.

MS. H
oncologist will
diagnostic radiol

This
staff's draft gui

CHATR
that Dr. Metter a

VICE

MS. H
O'Hara as the ch
Martin, and Dr. M

CHATIR

MS. H

MEMBE

requesting a radi
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rommittee whose charge will be to
recommendations on the Yttrium-90

so it's going to be a regulatory
35-1000

HOLLOCK : Yes. This 1is

Fan)
A1
.

NMAN PALESTRO: Okay. I'm going to

chair this committee. Membership

1ian, Mr. Ouhib, Dr. Martin, and Dr.

DLIDAY: May I ask if a radiation

e on the committee? Or if vyour

®gist would be on the subcommittee?

is to provide comments on the

dance, correct? AU Training.

NAN PALESTRO: Then I'm going to ask

1so be a member of this committee.

CHAIRMAN METTER: Delighted.

DLIDAY : Just to recap, I have Dr.

Hir, Dr. Dilsizian, Mr. Ouhib, Ms.

etter?

NAN PALESTRO: And Dr. Schleipman.
OLIDAY: And Dr. Schleipman.
R OUHIB: So Ms. Holiday, were you

ation oncologist on that group? Is
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that what you wer]

MS.

-

Chairman 1if he
radiation oncolog
perfectly fine.
CHATIR
Holiday raised a
selecting the
majority of ca
administering the
And t
MEMBE
CHATIR
me if I'm wrong
Chair has the fin
MS. H
CHATIR
(Laug
CHATR
or questions? Mr
MR. BH
may. I can speak
subcommittee like
So, a

CHATR

e asking?
HOLIDAY : I was

would 1like to

fist.

MAN PALESTRO:
good point. And
radiologist 1is
ses,

they are

se agents,

@l word?
(OLIDAY:
NMAN PALESTRO:
hter)
NAN PALESTRO:
Bollock?
DLLOCK: And Dr.
why,
md it brings back

NAN PALESTRO:

NEAL R. GROSS

Cou
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If he chose not to,

that

I'm sorry,
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just asking the

consider adding a

that's
Yeah. And Ms.
my rationale for
in the wvast

the individuals

the microspheres.

hat's my rationale for that.

R OUHIB: That's debatable.
NAN PALESTRO: Okay. Well, correct
Ms. Holiday, but in this case the

That is correct.

Thank you.

Any other comments

Palestro, if you

to the Gallium/Germanium generator

what the confusion was there.

a point --

before we
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Mr. Richard Gre
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So, w
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the subcommittee
pharmacist. Righ
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could be a confli
attention. We ma
that it was the 1
himself.
And
committee. And t
were off with wha
So th
staff's draft gui
committee.

And

subcommittee 1is

stafif
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f ?

MOLLOCK: Staff will be Dr. Tapp.
NAN PALESTRO: Thank you.

DLLOCK: Okay. And I know you all

training yesterday. Well, one of

dy used his ethics beforehand. So,

1

in has recused himself from the
generator review.

had to -- there was some -- so the

(I\

o be formed. We originally thought
would be formed with our nuclear
t? That makes sense.

tunately he did recognize that it
tt. Brought it to the NRC staff's
de sure just to, in good conscience
1ght thing to do to have him recuse
Hhat's why we had to reform the
here's some -- that's why the slides
t was supposed to be done.

& new subcommittee will review the
Jance. And then present to the full
whenever the

ne'll be setting up,

ready to present, we'll set up a
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wait that long.
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(No 1
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skipped around a
the bylaws commit

And W
years ago. But
again.

The s
is to review and
specific attentio
the subcommittees

The r
because I was Y
training and exp
when I became Chg

up that position.
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ence in the next few months.
NAN PALESTRO: Yes. I would hope
bne conference review rather than

spring. I don't think we need to

du agreed Ms. Shober? You're chair.
R SHOBER: I agree.

NMAN PALESTRO: All «zright. Any
guestions?

esponse)

NMAN PALESTRO: All right. And I

little bit. I want to go back to
tee. Okay?

¢ reviewed the bylaws a couple of

I would like to have them reviewed

necific charge for this subcommittee
update the bylaws as needed with

m to the role of the ACMUI Chair on

gason why I am raising this issue is
he chair of the subcommittee on

Hrience. And I was informed that

ir of the ACMUI that I had to give
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And 1
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eventually came t
regulations, but
obviously.

To er
committee doesn'
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(Laug
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fine. I had a ve
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that I was chair
pleasure of prese
times on this top

And I
role of the ACMUI

own personal opin

way or another raf

shouldn't, but yo
But i
personally.
(Laug
CHATR

But I can live &

1

I

»

if

i

U

\

Cou
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originally wunderstood that those
rules and regulations. And it

be that it really wasn't rules and

nore tradition with a good purpose

sure that the Chair of the entire
exert undue influence. Or in
strong-arm the subcommittee.

iter)

IAN PALESTRO: Which, I guess is
ted interested for those of you who
committee of several years, know
and actively involved and had the
1iting to the Commission a couple of
C.

don't have an answer as to what the
Chair should or should not be. My

on is that it should be defined one

her than left up to, well you really

1 could.

c's just I need rules for my life
\ter)

AN PALESTRO: I may not like them.

y the rules. And I just find it
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Shober, and Ms. S

Ms. -

(Laug

MEMBE

looking behind me

CHATIR
comments for the
nor I, are goir
discussions.

Okay?

This is really ug

opinion.

And s
any of the dis
participate in
recommendations.

And
doesn't -- that if

and regulations,
become effective

right.

I

A

I

H
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H

Cou
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rave that sort of guidance.
s. Weil 1s going to chair this
Schleipman, I ask that you be on
\nd I've got to find the -- oh, Ms.
eetz.

I'm sorry, I apologize Mr. Sheetz.
\ter)

I was just

¥ SHEETZ: Whatever.

(AN PALESTRO: And now a couple of

subcommittee. Neither Dr. Metter

g to participate in any of the
it to be arm's length.

I want

to the subcommittee to form their

b we're not going to participate in

ussions. Nor are we going to
any voting on your final
then finally, assuming that it

's not a transgression of the rules
whatever decision you make will

he time I rotate off as Chair. All
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I'dl
as possible. I
important that ¢
another.

Any
Schleipman?

MEMBE
a resource?

MR. B
Sophie Holiday fo
when we get an AC
that will be the

So fo

CHATR
or questions? Co

(No r

CHATIR
anything?

MS. D

discussing the st
during this meeti
medical event re
yesterday. That

CHAIR

of new --

202

ike it to be as much at arm's length
think it's -- at least to me it's

hat be formalized in one way or

Jomments or questions? Yes, Dr.

R SCHLEIPMAN: Oh, yeah. I do have

PLLOCK: The staff resource will be
r now. That may change when I'm --
MUI coordinator. And it will be --

staff resource.

r now Sophie Holiday.

NAN PALESTRO: Any other comments
mcerns?
esponse)
NAN PALESTRO: Ms. Holiday,
IMMICK: Since in this session we're

Hfocommittees that are being formed
mg, if you just want to revisit the
port subcommittee that was formed
the members in there.

committee,

MAN PALESTRO: I don't have the list
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CHATR
other gquestions o

(No 1

CHATR
going to turn tH
Dimmick for the
Closing.

MS. D
Administrative C1l
the items.

So, 4
the Chairman, C}
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\

1
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Cou
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IMMICK: Oh.
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So for the -- so the

rporting medical event reports, Dr.
Ms. Weil, Dr. Martin, Ms. Shober,

Dilsizian.

AN PALESTRO: Staff?

[MMICK: And the staff resource 1is

AN PALESTRO: All right. Any
r comments on this topic?

rsponse)

AN PALESTRO: All right. Then I'm
is over, the meeting over to Ms.
final session the Administrative

[MMICK: Okay. I'm going to do the

bse my way. And so -- and capture

t the close of this meeting, we --
airman Palestro established five
five new subcommittees.
hey are a medical event reports
regulatory guide 8.39 release of
Ctee;

the Yttrium-90 microspheres

ce subcommittee; the Germanium

tnsing guidance subcommittee; and a
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ee.
Catching up to where the motions
a motion was

a -- the committee,

the nursing mothers' guidelines

seconded and approved unanimously

» full committee, all in favor.

report was then also appended with

b add language to the report to
radiopharmaceuticals identified in

s of this date. And that included

known radiopharn
report.
So

unanimously apprq

nursing mothers'

A mot
Knife physical
guidance. It wag

by the full commi
The A
items of staff.
list of all the A
they represent al
so that all commi

information avail

qd

d

(

Nt

q

Cou
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ceuticals as the date of that

hat motion was seconded and
ved to add that language to the
juideline report.

ion was made to approve the Gamma
presence requirements licensing
seconded and approved unanimously
tee.

[MUI requested a few administrative
One being for staff to provide a
MUI members and the categories that
bng with their contact information
ttee members had that access, that

ible to them.
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described in the
And
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alternate are Apr]
And I
that the commi
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CHATR
other business?

anything they'd
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pmmittee also requested that the NRC
Jpy of the AARM agency action review
Yttrium-90, as well as the business
des that -- where we presented a
-90 as well, to the ACMUI for the
porting -- for the medical event
provide it to the full committee.
specific committees that requested
llso -- a request was for NRC to
uld draft an information notice on
r certain medical events that were
medical events subcommittee report.
last, the

April -- the spring

0]

d that -- our first choice are April
| the second choice dates as the
11 3 and 4.

believe that's all the action items
voted to and/or

Ltee approve

I

Ht were appointed and additional

NMAN PALESTRO: Thank vyou. Any

Questions, comments? Anybody have

like to say before we adjourn?
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committee? Becq
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MS. T
notes.

MS. 1
committee?

MS. T
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1
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MMICK: Sophie has a question. Did

DLIDAY: The -- I have a question
the items that you just said Lisa,
medical event subcommittee's
r the information notice.

hat formally a motion made by the
ise as I understand, that was a
m the subcommittee.

t did not come forth as a motion

Am I correct?

A1

[MMICK: That's what I have in my
OLIDAY: That it came from the
TMMICK: No. It did not come --

that the subcomn

consider an infor

But t

for NRC to devel

practices.
MS. H
ask if there is a
CHAIR

MEMBE

I

(

\

I¥

Cou

(202) 234-4433

| ttee commented on it for NRC to
hation notice.

nhere was not a formal motion made
op an information notice on best
LIDAY: Okay. Then I will have to
motion from the committee?

Is there a motion?

IAN PALESTRO:

» SUH: I make a motion.
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CHATIR
UNKNO
CHATR
(No 1
CHATIR
(Show|
CHATR
(Show
MS. &

then I'm also goj

Lisa said. Just
subcommittees, il
membership.

So as

the training ai
subcommittee memb
the chair, Dr. Ei

Shober, and Mr. S

Are g
that?

(No 1

MS. &
second item.

Germanium/Gallium

to include Ms. Sh
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NAN PALESTRO: Second?

WN: Second.

AN PALESTRO: Any discussion?
esponse)

NAN PALESTRO: All in favor?

of hands)

NAN PALESTRO: Any opposed?

of hands)

IOLIDAY : Okay. Thank vyou. And

Ing to follow up on the items that
llike you, I need order. So, for the
'd just 1like to go over the
I have noted, Dr. Palestro amended
nd experience for all modality
ership to now include Dr. Metter as
Inis, Dr. Schleipman, Ms. Weil, Ms.

heetz.

here any questions and comments on

esponse)
HOLIDAY : Okay. Then I have the
Dr. Palestro created the

68 licensing guidance subcommittee

\pber as the chair, Dr. Metter, Ms.
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The 9
And this subcommi
ACMUI will plan
the near future t
Are ¢
that?
(No 1
MS. H
that I have is t}
patients administ
Mr. Sheetz as thgq
Dr. Schleipman, M
Dr. T
there any questio
(No 1
MS. H
Yttrium-90 micr
guidance subcommi
Dr. Dilsizian, Mr
Dr. Schleipman.
NRC o
Are there any que

(No r

MS. H
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artin.

taff resource is Dr. Said Daibes.
rtee will plan to have a -- or the
Ho have a public teleconference in

® be determined at a later date.

here any questions and comments on

esponse)
OLIDAY: Then the next subcommittee
le regulatory guide 8.39 release of

ered radioactive materials. I have

chair, Ms. Shober, Dr. Dilsizian,

Martin, and Ms. Weil.

A

D .

nibes i1s NRC staff resource. Are

ms and comments on that?

esponse)
(PLIDAY: Okay. And then I have the
Jspheres  brachytherapy licensing

Htee. Dr. O'Hara will be the chair,

Ouhib, Ms. Martin, Dr. Metter and
sitaff resource is Dr. Katie Tapp.
stions or comments on that?
esponse)

And then I have the

OLIDAY: Okay.

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

ACMUI bylaw sub

subcommittee is t

needed with speci
Chair and his or
This
Weil. Additiona
Shober, and Mr. S
NRC s
any questions or
CHATIR
-- I'm sorry. I
the bylaws isn't ]
Chair.
But
covered as part o

any other recomme

MS. H
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committee. The charge of that
o review and update the bylaws as
fic attention to the role of ACMUI
her participation on subcommittees.
subcommittee will be chaired by Ms.
I members are Dr. Schleipman, Ms.
heets.

taff resource is myself. Are there
comments about that?
NAN PALESTRO: Yes. I just want to
just want to add that the review of
imited just to the role of the ACMUI
I want to make sure that that's
i your review. So feel free to make
mdations for change as you see fit.
And then I believe

DLIDAY: Okay.

the 1last subcomn

subcommittee tha

medical events sul

subcommittee.

The c

members are Ms. W

Dilsizian.

NRC

|[ttee that I have noticed is the
t was formed vyesterday for the
pcommittee. Medical event reporting
hair will be Dr. Ennis. Additional
eil, Ms. Martin, Mr. Ouhib, and Dr.
Donna Beth

taff resource 1s Dr.

Ul
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Howe. No? Is --
MS. D
MS. H
MS. D
CHATIR

event reporting c
existence. I don

MS. T

going to look at

in medical event
MS. H
MS. D

VICE
I think -- can V¥
members for that

MS. H
the chair, Ms. L
Zoubir Ouhib, and

MEMBE

MS. H

VICE
yes.

MS. H

Ms. Lisa DimmickK
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IMMICK: She's another committee.

OLIDAY: Ms. Lisa Dimmick.
IMMICK: Yes.
NAN PALESTRO: It's not the medical
ommittee, because that's already in
t --

It's the committee that's

[MMICK:

the medical event, the information

reports.
OLIDAY: Okay.
IMMICK: Okay.

CHAIRMAN METTER: Excuse me Sophie,
ou go over that list again of the
last committee?

I have Dr. Ennis as

(PLIDAY: Sure.

qura Weil, Ms. Melissa Martin, Mr.
Dr. Vasken Dilsizian.

R SHOBER: And Megan Shober.
OLIDAY: And Megan Shober.

CHATRMAN METTER: And Megan Shober,

PLIDAY: With NRC staff resource as

Okay. Are there any further

guestions or comn

ents on that?
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[MMICK: Not on that Sophie. I did
did not mention. So, for the
ose that I've omitted, I'll add

motion was made to provide a list

bcommittees, their members, the

member's terms, and as well as the

gsubcommittee to provide a list of

to all of the members.
n addition, it was to create a web

uded the current subcommittee

11 as sunsetted committees on the

it motion was seconded and approved

members. So that will be another
hat will appear on the 2018
wrt .

ther thing I wanted to note, at the

mmittee that in the spring we will

11 review of the committee meetings

t that time we'll remind the ACMUI
going to hold that session in that
the committee can be prepared to

: to membership.
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notes.

MS. H
Is that the ACMU

spring 2019 meetil

15 and 16. With
MS. D
MS. H
MS. D
MS. H
CHATR

other business?

(No 1

CHATIR
Thank you all. I

MR.
privilege being g
to introduce Ch
replacement.

Many
he was in this ro
I took it over.
depart.

So I

introduced himsel
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nk that is all that I have on my

OLIDAY: And I have one final item.
I tentatively planned to hold its

1g with the first choice being April

the backup date of April 3 and 4.
ITMMICK: Yes.

OLIDAY: Thank you.

TMMICK: I did.

GLIDAY: Sorry.

NAN PALESTRO: All right. Any
esponse)

NAN PALESTRO: We're adjourned.

m sorry, Mr. Bollock?

AL

HOLLOCK : I was Jjust -- 1it's a

n the committee. I was just going
ris Einberg 1is going to be my
bf you members remember Chris when
le four and a half years ago before
And Chris is taking it back when I
know Chris has

gone around and

T to many of the new members. But,
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for everyone's aw
Chris.

MR. H
know, so four ang
And I'd like to tl
for serving as tl
Chief for the Sou
Assessment Branch

And s
know many of you
of you or I was 1if
you.

So, I
you again. And g
So, W
all the best. Th

MR. B

CHATIR

MR. B

CHATR
you. The meeting

(Wher

went off the reco
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areness, that's in person there is

[NBERG: Yeah. Thanks Doug. You
i a half years ago Doug took over.
lank Doug for his excellent service,
le ACMUI Coordinator or the Branch

rce -- or the Medical Safety Events

® I think he's done a great job. I
from when I was here. I hired many

| the interview process with many of

look forward to working with all of
etting to know the new staff here.

£'1]1 be working together. And so
anks .

MOLLOCK: Thanks Chris.
NAN PALESTRO: Anything else?
(OLLOCK: No. Close the meeting.

NAN PALESTRO: All right. Thank
is adjourned.
eupon, the above-entitled matter

rd at 2:46 p.m.)
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