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+ o+ 4+ 4+ o+
ADVISORY COMMITTHE ON THE MEDICAL USES OF ISOTOPES
+ o+ o+ o+ o+
FALL 2018 MEETING
+ o+ o+ o+ +
THURSDAY,
SEPTEMBER 20, 2018
+ 4+ 4+ o+ o+

The meeting was convened in the
Commissioner's Hegaring Room, One White Flint North,
11545 Rockville Bike, Rockville, Maryland, at 11:00
a.m., Christopher||J. Palestro, M.D., ACMUI Chairman,

presiding.
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CHAIRMA|
Dr. Palestro. I
and I'm going tg
opening remarks.

MR. BOI
Good morning evs
officer for this
to this public mg
the Medical Uses

My namg

N

q

1R-O-C-E-E-D-I-N-G-S

(11:01 a.m.)
I PALESTRO: Good morning, this is
m going to open this ACMUI meeting

turn it over to Mr. Bollock for

LOCK: Thank vyou, Dr. Palestro.

ryone. As a designated federal
meeting I'm pleased to welcome you
eting of the Advisory Committee on
f Isotopes.

is Doug Bollock, I'm the Branch

Chief of the Med
Branch and I hay
officer for this
with 10 CFR Part
Present

federal officer,

the Medical Radi

announced meeting
accordance with
Federal Advisory]
Regulatory Commis
This me

NRC, and it will

cou
(202) 234-4433

In

i

s

$ion

ical Safety and Events Assessment
e been designated as the federal
Advisory Committee in accordance
L11.
today as the alternate designated
s Lisa Dimmick, the team leader of
ation Safety Team. This 1is an
of the Committee, is being held in
rhe rules and regulations of the
Committee Act and the Nuclear
(NRC) .
eting is being transcribed by the

lso be transcribed and recorded by
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others.

This m
25th, 2018 additi
Page 35287.

The fun

the NRC Staff on

the medical use of| byproduct material.

provides counsel
or direct the ac
Commission.

The NRC

and values their

deting was announced in the July

in of the Federal Register, Line 83,

rtion of the Committee is to advise
issues and questions that arise in
The Committee
to the Staff but does not determine

Hual decisions of the Staff to the

solicits the views of the Committee

ppinions. I request that whenever

possible we try §p reach a consensus on the various

issues that we'll
may be minority o

such opinions, pl

discuss today, but I recognize there
r dissenting opinions. If you have

kase allow them to be read into the

record.

At this|lpoint I'd like to perform roll call
of the ACMUI members participating today. Dr.
Christopher Palesftro, our Chairman?

CHAIRMAN PALESTRO: Here.

MR. BOJLOCK: Thank you. Dr. Darlene
Metter, our Vice [Chairman?

VICE CHAIRMAN METTER: Here.

MR. BOLLOCK: Thank vyou. Dr. Vasken
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COURT REPORTERS AND TRANSCRIBERS

(202) 234-4433

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

Dilsizian?

Green?

Martin?

O'Hara?

Schleipman?

Sheetz?
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MEMBER I

MR. BOLY

ILSIZIAN: Here.

OCK: Thank you. Dr.

MEMBER [HENNIS: Here.

MR. BOL

MEMBER

MR. BOL

MEMBER N

MR. BOL

MEMBER (

MR. BOLY

MEMBER

MR. BO[l

MEMBER {

MR. BOL

MEMBER {

MR. BOLJ

MEMBER {

MR. BOLl

MEMBER {

LOCK: Thank you.

tREEN: Here.

LOCK: Thank you.
IARTIN: Here.

LOCK: Thank you.
'HARA: Here.

OCK: Thank you. Mr.

UHIB: Here.

LOCK: Thank vyou.

CHLEIPMAN: Here.

LOCK: Thank you.

HEETZ: Here.

OCK: Thank you. Ms.

HOBER: Here.

LOCK: Thank you. D.

UH: Here.
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MR. BOLLOCK: Thank vyou. And Ms. Laura
Weil?

MEMBER WEIL: Here.

MR. BOLLOCK: Thank you. I confirm we have

a quorum and for the first time,

years, we have a
I'd 1lik
webcast, so other
We have a bridge
is 888-677-2595.
line is 95756#.
Individ
question or make

issue the Commit|

I think in about two
full 13 Member Committee.

e to add that this meeting is being
individuals may be watching online.
line available and the phone number
The pass code to access the bridge
wals who would 1like to ask a
a comment regarding the specific

tee has discussed, should request

permission to be rlecognized by the ACMUI Chairperson,

Dr. Christopher P
Dr. Pal
comments or quest

are participatin

klestro.
estro, at his option, may entertain
ions from members of the public who
Comments and

g with wus today.

questions are usudlly addressed by the Committee near

the end of the pr
fully discussed t

We ask
And this meeting

also like to add

cou
(202) 234-4433

ksentation, after the Committee has

he topic.
that one person speak at a time.

is also closed captioned. I would

that handouts and agenda for this
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meeting are avail
At thig
call who is not
mute. If you do 1
phone, please pre
mute and un-mute
At this
over to Ms. Sabri:
of Division of Mg
Tribal Programs,
MS. ATAH
open the meeting
2018 meeting an
congratulating tlh
members at this t
Again,
Acting Deputy Diz
Safety, Security,
current Deputy Di
know, is on rotaf
Director for Opet
today.
Our cur

is also on annual

me today.

able at the NRC's public website.
time, I ask that everyone on the
speaking to place their phones on
not have the capability to mute your
Hs *6 to utilize the conference line
functions.

point I'd like to turn the meeting
nfa Atack, the Acting Deputy Director
terial Safety, Security, State and
for some opening remarks.

'K: Thank you, Doug. I'd like to
by welcoming everyone to the Fall
d echo Doug's remarks regarding
e Committee for having a full 13
ime. It should be a great meeting.
ny name is Sabrina Atack, I'm the
fector of the Division of Material
State and Tribal Programs. And our
rector, Kevin Williams, who you may
ion in the Office of the Executive
rations, so he's unable to join us

rent division director, Dan Collins,

leave so I apologize. But you have
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I'd liku to highlight a few areas that may

be of interest tg
participants in mj
the Commission apy
use of byproduct |
ago last August.

The fif
published on July
this January. Adf
working with the §

is a great accompl]

When the rule was voted on,

did direct the St
sense to establig
requirements, i
radiopharmaceuticf

Staff cg
provided the staty
in a recent SECY [

We do

regard in the nexf

the Committee and to the meeting
opening remarks. As you're aware,
roved rule changes for the medical
haterial, a little more than a year
ral rule, 10 CFR Part 35, was
16th, 2018 and will be effective
in, thank you to the Committee for
taff on this major initiative, this
ishment.

the Commission
raff to evaluate whether it makes
h tailored training and experience
or different categories of
1s.

mpleted its initial evaluation and
1s and next steps to the Commission
That's SECY 18-0084.

aper.

anticipate further work in this

year and we look forward to active

engagement with tfhe Committee on this activity.

I'd 1liK
report out on somg

of them you may Dbg

e to take a couple of moments to
» NRC organizational changes. Most

t aware of, and there are some that
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are coming up, sO
those with the Co
and foz
full First staffi
May of 2018 we we]
and David Wrigh
Commissioners.

And in
Margie, became
operations. She
that regard.

At the
some changes thay
materials functiog
is not at this meg
in NRC’s Region I
material safety,
sometime this win

We are
Dan. Our offic
interviews in the
backfill, but we
turnover such th

will be able to g

the division du

10

I'd like to take a moment to share
mmittee.
remost, the Commission also is at
mg so we're excited about that. In
fle honored to have both Annie Caputo
it  join the Commission as new
July of 2018,

Margaret Doane, or

the NRCs executive director for

follows Vic McCree's position in

more programmatic level, we do have
are coming up with respect to the
m in NMSS. First, Dan Collins, who
dting today, has accepted a position
and will be leaving the division of
security, state and tribal programs
ter.

working to actively backfill for
8§ director and deputy, conducting
!l next few weeks to identify Dan's
do anticipate having a period of
bt the incoming division director
et up to speed on the activities of
December time

Hing the November,
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frame.

You may
accepted a positi
Regulation and wi

Coming
who previously sez
back. So, Chris
medical safety any
October time fram

That's
hopefully we won
changes to report
we conduct transi

With re
we'd like to rec
meeting. His te
Many
contributions ovg
anticipate select
to announce that
ACMUI will retain

I would
Dr. Schleipman’s

With ¢

interest there an

11

be aware that Doug Bollock has
on in our Office of Nuclear Reactor
11 be leaving the division as well.
behind Doug will be Chris Einberg
rved in the medical branch many years
Hinberg will become the chief of the

d advance assessment branch in the

& .
all we know of at the moment, and
't have many more organizational
but we appreciate your patience as
Hion activities in the organization.
spect to ACMUI membership changes,
dgnize that this is Dr. Suh's last
rm on ACMUI ends in October.

thanks for the tremendous
21 the past eight years. And we
ing his replacement and being able
within the next few weeks so that
its full membership status.

also like to recognize that this is
so welcome.

first meeting,

gspect to the meeting items of

e several. I know this will be a
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very engaging and
here with you tod
I ackn

working hard on 4

12

active meeting. I'm excited to be
Ay and tomorrow.
been

owledge the Committees has

number of subcommittee reports and

the subcommitteeg|will discuss those with the ACMUI

today.

First,

Dr. Ennis will present the medical

event Subcommittele analysis of medical events for

Fiscal Year 2017.

Dr. Mefjfer will provide an update of the

actions of the
modality subcommi
Metter will alsq

report on the nur]

training and experience for all
fitee and the plan path forward. Dr.

discuss the Subcommittee's final

$ing mother guidelines for exposure

from diagnostic apd therapeutic radiopharmaceuticals.

In add
Subcommittee's co
Leksell Gamma Kn|
guidance.

This ai
non-medical event
and commercial ph

And Mr
Brachytherapy So

program.

cou
(202) 234-4433

iition, Dr. Suh will discuss the
mments on the draft revision of the
ife Perfection and Icon licensing
ffternoon, Mr. Sheetz will discuss
H reported by medical use facilities
drmacies.

Ouhib will discuss the American
diety's Medical Event

case study
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We will
Staff's outreach j
training and

radiopharmaceutic

Tomorroly morning,

Director of the O
Safeguards, will

Alderson and Dr.

on the Committee.

This will be

13
also hear a presentation on the
flan for the continued evaluation of
experience for administering
als.

Marc Dapas, the Office
Hfice of Nuclear Material Safety and
make special presentations to Dr.
$uh to thank them for their service

followed Dby a staff

presentation on Ytftrium-90 revised licensing guidance

and information

compounding of ra

provided by Mr. Green on the

diopharmaceuticals. That concludes

my remarks, and thank you again to everyone for their

participation in
MR. BOL

turn it back to D

CHAIRMAN PALESTRO:
for your presentdgtions.

old business, and| Ms.

ACMUI recommendat

also, will explai

MS. DIMMICK:

enlarge the scregn a little bit,

and get started Db

the meeting.

HOCK: Okay, thanks for that. We'll

r. Palestro.

All right, thank you
Next item on the agenda is

Dimmick will review the past

flons and provide NRC responses. And

m to us the meaning of open.

Okay. So, I'll work to

but we'll go ahead

ecause you do have the handouts.
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So, I'd|

meeting,

items from the chlarts going back to 2007.

should be a much

14

like to offer that we, in the last

were ablle to close pages and pages of open

So this

shorter presentation of the old

business than mayjpe some past meetings.

But, so
So, there are twg
are under our del

So, an
made a recommenda
Committee agree
recommendation,
that the Committe

So, the
be some action to
future. And alg
these open items.
items.

So, fro
remain that did
rulemaking for Pa
open until a £
reconsidered or
these at another
as well.

cou
(202) 234-4433

our first open items are from 2007.
open items that remain, and these
ayed opening.

open item is one that the ACMUI, we
Hion or an action item that the Full
il on, and/or it could be a
It was basically a recommendation
8 agreed upon, so it's an open item.
e is an expectation that there will
that open item at some point in the

ng the way we will work to close

So, that's what I know about open

m 2007 there are two open items that
not get captured in the expanded

rt 35. So these items would remain

wture rule where they could be

1f the Committee wanted to discuss

time in the future we could do that
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But, s¢
Items Number 33 amn

optometric treatmg

15

there is still two open items.

d 34. And both of these do concern

nts under 35.490 and 35.491. Okay,

so they'll stay op as open.

Next chiart.

2008, and we only]

2008 as the majorf

So the next chart is from
have two open items remaining from

ty of the open items from 2008 did

get closed with tlhe expanded rulemaking.

So herg
Again, they were
Part 35 expanded p
future rule. So [
So movil
from 2016. So if
look at these.
So, for]
meeting the ACMUI
this particular Sg
reviews. This is
Subcommittee. Sq
open as the work ]
Item Nufp
made the recommend

respective profeg

interactions betwg

are, these are the two ones.
not picked up specifically in the
rule but could be reconsidered in a
hey'll stay open.

1g on, our next open item chart is
we could talk about, we'll take a

Item 16, this was the, in the last
wanted to leave this open because
ibcommittee is still performing the
the T&E expanded for all modalities

this one would continue to stay
s ongoing and reviews are ongoing.
ber 24, this is one where the ACMUI
ation that they would contact their
sional organizations to encourage

en NRC and the ACMUI. And this one
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we have open as
indefinitely. So

Let's ¢
Items 39,
Yttrium-90 micros

So thes
open. You'll he
current status of
So, basically, t
licensing guidand
yet been finalize

Items 4
items concern th
This guidance was
has not yet been
dispositioning of
guidance document

So NRC y
to the Committee.
documentation to
that you had on
these will remain

Okay.
2017 chart.

Ther

chart.

42, an

M

¢

q

q

§

cou
(202) 234-4433

d 43.

16

the action item 1is, it's open
this would be an ongoing activity.
ee . So, items, finding my notes,
So 39 through 43 concern
heres and the licensing guidance.
p are open items, and they'll stay
ar tomorrow from Dr. Tapp on the
the Yttrium-90 licensing guidance.
ese items will stay open as that
e is still in process and has not
by the working group.

through, 49, 50, 51 and 52, these
e Northstar Moly Tech generator.
issued back in February, but what
provided to the Committee, is the

the ACMUIs recommendations for this

i1l be providing that documentation

So, until we've provided you that
how the dispositioning of comments
that generator guidance document,
open as well.

And then that will take us to the

t are three open items for the 2017
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The fin
requested that al
concerning the P

going forward, it

2013 and 2016, f

description of s
were correlated t

So we d
point. The rule
so what I would p1
from pending to 4
would provide thal

So, is

from pending to o

VICE Ck
Metter. I propos
to open.

MS. DIM

MEMBER

MS. DIM

heard a second fr]
I will

will also be doin

Staff,

agreement

agreement state

17
st one is where the Committee had
l| of the Committee’s recommendations
drt 35 rule, going back from 2007
Ncluding reports that were done in
hat the Staff present a detailed
Howing where those recommendations
@ the new rule.

on't have that presentation at this
will become effective in January,
rlopose is that the status be changed
n open item and that the NRC Staff
t information at the next meeting.
there a motion to change the status
wen?

Darlene

HAIRMAN METTER: This 1is

e to change the status from pending

MICK: Somebody needs to second it.
WEIL: Second.
MICK: Any discussion? I think I

om Laura Weil. Any discussion?

add that to further support this we
g training on the new rule for NRC
staff, NRC

o state licensees,

licensees and the master material
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licensees between
So ther
the changes of
incorporate recom
Okay, t
12. And this was
here it says the
with the OAS Staf
reporting from th
The bas
from, I believe th
events where thaf
variation and in
that was retrieve
was made to engg

states on improvi

So, NRQ

states in a month
what the ACMUI hs
of timeliness 4
information and 1
under the NMED re

So we g
agreement states.

item. Other tha]

18

October and March.
e will be opportunities to see how
the new rule, which definitely
mendations that were made by ACMUI.
He next open item is Number 12, Item
in reviewing the past transcripts,
NRC Staff will engage discussions
f to find ways to centralize event

& agreement states.
ils for this recommendation was, came
le 2016 or the 2017 report of medical
!l Subcommittee identified a lot of
gonsistencies in the type of data
i from NMED. So, the recommendation
ge discussions with the agreement
mg the quality of that information.
Staff did engage the agreement
Ly OAS CRCPD call and talked about
to remind them

d noted. And also,

md the quality of the type of

eviewed the procedural requirements

porting procedure, SA-300.

id have those discussions with the
So, at this point, this is an open

m engaging the Staff, I mean, the
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Staff did engage

motion to close t

19

the agreement states, is there a

his particular recommendation based

on the actions taken so far?

MEMBER

MS. DIMMICK:

MEMBER
really a communi

that would have t

ENNIS: A Comment.
Sure.

ENNIS: I think we were looking for
pfation of setting up common items

® be reported always, like a little

bit more structuned substance to what the agreement

states would haveg| to submit to match what we get at

NRC. So I'm not

the way I recall

MR. BQLLOCK:

procedures that t

it's SA-300 that

states for what tlo report,

that information
So it
required and wha

and I think we di

sure what was described is exactly
vhat our Committee was looking for.
have

Okay, so we do

He agreement states use, SA, I think

gives the guidance for the agreement

what to put in NMED and

sharing.

1ls, there is commonality in what's

f/'s reported, it's just sometimes,

jcussed this about a year and a half

ago in 2017, somgtimes you just get disparity and

what information
at least once, I

call,

brought this topigc up as a reminder,

1s in there. So we brought this up

think actually more than one, OAS

we have momnthly calls with OAS and CRCPD, we

to put in all
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the information ygu have.

is, the better we

There w
small portion of g
meeting in May,
with some of the g

There

20

The better the information
can all use it.
hs also discussion.

It was a very

iscussion, but during the last CRCPD

we talked a little bit about this

tates. So, it's been communicated.

are the structures in the SA

procedures, and fit's just a matter of keeping the

encouragement, kegeping people to,

regions and updatf

the states in NRC

ng the events as they come in with

the information tlpey have.

There 4
mechanisms. ouy
program, they wilfl

information if th
everything that's
will reach out to

So therg
there is us discug
then the NMED Stg
to remind them to

So thoseg

to do that. But [

re some other mechanisms, informal

contractors have run the NMED

reach out to the states to update
ey see that it's not, doesn't have
in the SA or required by NMED. They
the states as well.

are multiple, there's a procedure,
sing with OAS, just reminders. And
ff also reaching out to the states
keep that.

are kind of the mechanisms in place

think a year and a half ago we're

recognizing that e got to keep on it.

And thalt

r's what we did with that, to just
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communicate agair
best information.
more helpful it
licensees to, if
able to learn fr
the events.
MEMBER
it, does that sp
open item?
MS. DIM
to keep it open s
and we continue t
of information, s
MR. BOL
towards it.
MEMBER
to be an ongoing
Now, 1
required, has th
elements and what

and/or changing t

MR. BOLLOCK:

the last SA updat

21

make sure to update it with the
The more information we have the
ls for us and then for the other
the information is shared, to be
om the operational experience from
ENNIS : So, 1f we need to stay on
eak to, we should keep this as an
IICK: Yes. If the Committee wants
@ that it's, that we're aware of it
N work towards improving the quality
re, we can keep it open.

ILOCK: Yes, we can continue to work
ENNIS: Yes. I think if it's going
phase it will help just remind us.
m terms of the items that are
dre been a recent review of those
would be the mechanism for reviewing
hose?

I don't know for sure when

e was. It was two years ago maybe.

Lisa, do you know||--

MS. DIM

ICK: If I could offer a little bit
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more background.
area or one way
reporting of ey
integrated materi
(IMPEP) review of
NRC materials prog
So, on
IMPEP team is to
And they review t
So, one
do they have ope

they've been clos

22

So, for the agreement states, one
that they're evaluated for, their

ents  into NMED 1s through the
nls performance evaluation program
the agreement states as well as the
grams in each region.

5 of the responsibilities of the
evaluate incidents and allegations.
lhe data from NMED.

thing that they're looking for is,
n or closed events in NMED and if

gd timely. So there is another set

of eyes on the NMED data that is reported by each

agreement state i
So, tha

were not aligned

identified in the

NMED reporting.
MEMBER
reports, 1is that
ACMUI to see, and
would we expect
deficiencies 1in

years?

MR. BOL

m their log and how it's handled.

B would be if there were things that
with the procedure, it would be
IMPEP reviews with regard to the
HNNIS: I've never seen any of those
gsomething that would be wvaluable to
if we think we're trying to improve,
fo see a decrease in a number of
rertain states over the next few

LOCK: Well, the states are assessed
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every three years

MS. DIM
MR. BOL
MS. DIM
MR. BOL

in IMPEP reviews|

it's expected th
reviewed in the n
frequency increasg
they're reviewed.
So, it
areas, that ther
improved or recti

staff that may ha

DR. TAF

i

\

1

H

n

\

information that'

MS. DI
announce your na

DR. TAZ
information that
reported into NME
take rulemaking 4
reporting.

MEMBER
thought that the

cou
(202) 234-4433

23

IICK: Three years.

LOCK: Typically --

IICK: Four years.

LOCK : -- four, four to five years

And 1f there are deficiencies,
t they work on those, and that's
xt IMPEP work as part of their, the

e or shorten the time frame that
s expected that there is, in those
e is a deficiency that they are
fied. I don't know, I've got some
re a little bit more information.

P: Just a quick backtrack. The

Dl

required to be reported is --

ICK: Excuse me, Katie, could you

for the court reporter?

P: Oh, this is Dr. Tapp. The

is required to be reported to be
goes back to our rule, so it would
b add additional items to the NMED
BEHOBER :

This is Megan Shober. I

required elements are specified in
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SA-3007
Are yoy
would be required
There's
elements that arg
states are expect
MR. BOL

minimum requireme

that's what the iﬁates have to report to us.

SA-300 expands, a
what more is expe
us. So that's ki
And th
process, I failed
me, that's the
reviewing the st3

informal things i

MEMBER
again. Just to
records, all of

NRC's website.
And the

through any sta

available. And

about the inciden

24

talking about what the licensees
to report to NRC?

more, for event evaluation, the
ol in SA-300 are what the agreement
ed to follow.
LOCK: Yes. So the structures, the
nts are in the NRC regulations and
But if
Megan said, SA-300 expands on that,
cted from the states to share with
md of the documentation.

gn through the process is IMPEP
to mention, thank you for reminding
review,

major formal process of

ites programs. But then the other
m the time phase in-between.
SHOBER : And this is Megan Shober

speak to your gquestion about the

Hhe IMPEP reports are available on

re's a nice page, you can just click
fe vyou want and those are all

Hhere is a section in there that's

t reporting.
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MR. BOL

has something els

DR. HOW :

medical event r

criteria between

25

[LOCK: And Dr. Howe from my Staff
e to add.

One of the other points is that
a health and

gporting is safety

the agreement states and NRC, so

it's not at the l¢vel of a Compatibility B, where the

agreement states

our regulations.

MS. DIMMICK: So,

this time, becaus

this open for a

have to provide exactly what's in
So that may cause some differences.
I guess I would ask at
e of earlier comments about keeping

period of time, would there be a

motion to change thhis from open to open indefinitely?

MEMBER

what the distinct

to need to revigw this forever,

feeling right now

you can advise mg

needs open indefi

MR. BOL

for us is when we

something we want

ENNIS: I guess I don't really know

ilon is. I'm not certain we're going
but I do have a
that we need to review it more. So
about whether you think that it
mitely or open.

I think the distinction

LOCK: Yes,

look at the chart we say, this is

to continually look at, similar to

some of the previpus ones where they were ACMUI and

NRC reaching out

continue dialogue

I think

to the professional societies to

we have been doing that the past
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couple of years b
put indefinitely
it's just to heljg
through the char
want to keep doi
engage OAS and

processes we have

MEMBER
again. From what
item, what you w

centralize report
centralized throu

What vy
information that'!
states. So I'm n
MEMBER
you could conside
that was done cl
discussing a new
be getting to in
different way to
intended or what

CHAIRMA|

MEMBER

this, but then in|

26

it we'd like to continue, so we just
Ho continue on. So that would just,
§ us with recognizing when we look
H that,

yes, this is something we

ng and remind us to interact and

informally along with the formal
in place.
SHOBER : And this is Megan Shober

I'm hearing in this discussion, the
ant isn't really defined a way to
ling because reporting is already
gh the Ops center.

du're looking for is consistent,
s consistent between like different
ot sure if that bears mention here.
WEIL: So if I might add, so what
r is looking, based on the outreach
psing the recommendation and then
option in the open forum that we'll
B moment if you want to consider a
describe what was really, what is
the current need might be.

N PALESTRO: Any comments on that?
ENNIS: I'd be okay with closing

the open forum having a discussion

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

about, if we, ag
this further and

CHAIRMAN

27
a committee, want to investigate
lhow we want to articulate that.

i PALESTRO: Can we have a motion

to that effect plgase?

MEMBER |ENNIS: I move that we close this
item.

CHAIRMAN PALESTRO: Second?

MEMBER $UH: John Suh, second.

CHAIRMAN PALESTRO: All in favor?

(Chorus||of ayes)

CHAIRMAN PALESTRO: Any opposed?

MS. DIMMICK: Okay, great, thank you.
Okay, the Items |13, 19 and 20 are related to the

recommendations {
reporting and its
safety culture, g
last ACMUI meetip
topics in the comp

These if
the NRC will need
to those recommendg
to do that. So|
provide that memg
members.

Okay, W

hat came out of the medical event
impacts on medical licensee patient
he NRC did speak about this at the
g, and also, this is one of the
hission brief last spring as well.
ems currently are shown as open and
to close them, provide our response
ations to you in a memo and we need
they should stay open until we
to the NRC.

I mean, to the ACMUI

e'll go ahead and move on to the
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2018 recommendati
open items. And
on the nursing n
think it's later

And sd
information in th
until after the
report.

And the
it will be based
might do with

regulatory guide

VICE CH
Metter. I do se
here are 1listed,
calculations. So
update this actio
MS. DIM
VICE CH]
MS. DIM
5, these concern
for the Leksell

guidance.

So we'l

28

ons. So Recommendation 1 and 2 are
we will be hearing from Dr. Metter

pther's guideline final report, I

today.
that will provide additional
Hse areas. So these would stay open

Committee has approved that final

first one is an NRC action because
on the final report, what NRC Staff
information with

that regard to

8.39. Okay, Dr. Metter, you have a
ATRMAN METTER: Yes, this is Darlene
g that some of the recommendations
have been revised with different

after my final report if you could

m item.

MICK: Which number?
AIRMAN METTER: Number 1.
MICK: Okay. Okay, so Items 3 to

the physical presence requirements

(Jamma Knife Icon updated licensing

Il be hearing from Dr. Suh on that
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Committee's draf
Committee's repor
could stay open
opportunity to de
Okay.
the Committee for
the recommendat
recommendations 4
And NRC did tak
recommendations o
So, ins
is there a motion
Or any discussion
CHAIRMA|
MR. BOL

is one of those

continually updaf

indefinitely as tfe,

After {
recommendations w
one with any new
meeting on the we
leave that on the

MS. DIM

indefinitely.

It

v

I

Iq

N

1

it

u

N

1

u

I

e

i

cou

(202) 234-4433
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report. Or I'm sorry, that
on the licensing guidance so these
until after the Committee has an
iberate that report.

o, Item 6 was a recommendation from
NRC to update the ACMUI, or to post

ons that showed all of the
nd their status on the web page.
action on that and did post a
L. the ACMUI web page.

ead of it saying open indefinitely,
that, to close this recommendation?
i PALESTRO: Question?

LOCK: This is Doug Bollock. This
hings that we're going to have to
e, so we can keep that as open
right, so we carry on.
nis meeting when we've updated the
'11 put the new, we can put the new

recommendations coming out of this

site. So I, NRC, I feel we should
re.

MICK: Okay, we can leave it open
And that's how its currently
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reflected. Unles
Okay.

out a medical Lis

has met and then

announcements the

ACMUTI.

We did
again, this is a
indefinitely. S

doing, we would cg
till it becomes p

Okay, 4

This one basicall

meeting. So I w
close this item 4

meeting?

MEMBER

30
i, right.
5o, Item 7. This concerns sending
tserv announcement after the ACMUI
issue and provide in those Listserv
recommendations or actions of the
that after the last meeting. And,
Nnother one reflected as being open
ince this is something new we're
htinue to keep it open indefinitely,
art of our process.
o I'll move on to Item Number 8.
v indicates the date for the fall
duld propose, is there a motion to
ince we are in fact convening this

SCHLEIPMAN: Robert Schleipman, I

move that we clos.

(Laught
PARTICI
MS. DIN
all those in favo
(Chorus
MS. DIN

formalities.

cou
(202) 234-4433

er)
PANT: Second.
IMICK: Second, okay. Okay. And
o ?
of ayes)
IMICK: Okay. Just going through
NEAL R. GROSS
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Okay, s(
Dr. Palestro had

on the physical 1

31

the next item, Number 9, is where
ppointed Megan and Zoubir to serve

resence requirements for the Gamma

Knife Subcommitteg meeting.

This is
two, three ot
Recommendations 3
presences ones.

So we cg
that it's open be(
we could keep it
presence report.

CHATIRMAN

comments on that?

MS. DIMMICK: Dr.

report and so I (
you want to talk [

CHATIRMAN
whether or not we¢
I'm referring to.

MS. DI
because the Commi
it could stay opeq
its report. I've

(Off mi

currently open and it does link to
her recommendations in 2018.
4 and 5, which are the physical
uld either, this is just showing as
rause it's a current committee. So
open until we address the physical
{ PALESTRO: Any discussion or
Suh will talk about the
on't, unless you have discussion,
bout this.

I PALESTRO: No, I meant about the,
that's what

should keep it open,

MICK: Oh, it could Dbe closed
rtee is formed and reviewing it or
1 until the Committee has presented
seen it done both ways.

rrophone comments)
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MR. BOL

to close. So the

CHAIRMAN

MS. DIMp

CHATIRMAN

consensus among f

such time?

MR. BOILj

CHAIRMA|
fine.

MS. DIMMICK:
2018 is the ACMI
report. The

Subcommittee repo
So, the
sent to the comn
available wunder,
ML18135A276.

The ACM
that draft, on th
that commission
report are part o

And yoy
outreach plan by M

So I, so could

1

i

i

N

n

I

i

cou

(202) 234-4433
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LOCK : -- there may be other items
re is no right or wrong there.

I PALESTRO: Okay.

IICK: Yes.

I PALESTRO: So, is there a

he Committee? Leave it open until

LOCK: Yes.

I PALESTRO: All right. Okay,

Okay. And the last one for

I endorsed T&E SECY Subcommittee

'&E SECY paper, this was the
re.
T&E SECY paper, SECY 18-0084, was

lssion. It is currently publicly

in ADAMS, wunder Session Number
UI's final report and comments on
draft SECY report, are appended to
aper. So you're feedback on that
the record for that SECY paper.
're also going to hear about NRCs

aryann Ayoade later in this meeting.

there be a motion to close this
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recommendation ba
paper and NRCs pls

CHAIRMA|
that effect?

VICE Cj
Metter. I move t
CHAIRMA|
MEMBER
Robert Schleipman

CHAIRMA]
in favor?

(Chorus

CHAIRMA]

MS. DIM
And that was the
meeting.

SO now
you for any oper
handouts for the
Committee can bri

CHAIRMA]
move on to the n
open forum. Any

MEMBER

lead in to wheth

33
sed on the publication of the SECY
Continued outreach.

nned outreach?

N PALESTRO: Do we have a motion to

HAIRMAN METTER: This is Darlene
® close the item.

N PALESTRO: Second?

SCHLEIPMAN: I'll second that.

N PALESTRO: Any discussion? All
of ayes)

N PALESTRO: Any opposed?

ICK: Okay, so that item is closed.
last old business item for this
Dr. Palestro, I'll turn it back to
forum discussion. There are no
open forum so this is where the
ng up any topics.

N PALESTRO: All right, so we'll
gxt item which as Lisa said is the
topics for discussion?

ENNIS:

I guess we already had a

#r Oor not we want to look in more
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depth at what

differences betw
possibly also thi
but ACMUI has nev

and see what ki

individual states

34

gets reported in NMED and the

Hen agreement states and not and

s report that I guess is available,
like looked at it

er, as Committee,

nd of information is there about

and their performance.

So, I ghess it's an open question whether

we want to have
think I would be
I feel
thread that I don
with being the me

having seen NMED

§ Subcommittee to look at that. I
in favor of it.

like it's an open, it's a loose
|t have a good handle on and I guess

dical events subcommittee chair and

and raised some of the issues, it

feels like this might be part of that loop that we

ought to investigpte.

if other people d

CHAIRMAN PALESTRO:

Dr. Ennis, could
charge of the Sub

MEMBER

will review the requirements,

that are a part o
in the SA-300 doc|

I'm having a litt

But, I only want to do that
.

This is Dr. Palestro.
[fou state what exactly would be the
rommittee?

ENNIS: I'll try. The Subcommittee
NRC requirements, in,
f the regulation it's in as well as

wment for, to evaluate the -- well,

le trouble articulating it.

A consiptency in the quality of the data

cou
(202) 234-4433
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relative to the cl
probably could be
chime in.
CHAIRMAN
suggestions? Mr.

MEMBER

35
arge of medical event analysis. It
articulated better, so feel free to
I PALESTRO: Any other comments or
Ouhib.
DUHIB:

Yes, I think this item was

discussed multiple times if I recall correctly. And

the issues were {
reporting medical

And thalf

here were some inconsistencies in

event.

means details were not sufficient

to actually improf
all that. That sq
not make any sens
some corrections f
forth.

I know
Thomadsen, when h
and there is a t3
was looking at th
remember the task
188, I can't remef

But any
in my opinion, to

be reported and w

of becomes fairly

re or provide corrective action and
metimes even the event simply does
e when you read it. And there are
hat come up later and so on and so

for a fact that, I think Bruce

© was the chair, we discussed this
sk group within the AAPM, actually
is also at the same time. I can't

group number, it might have been
hber.

rate, I think there's a great need,
have some consistency, what should

hat format should be reported sort

easy to understand for everybody.

NEAL R. GROSS

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

But it also, you
information that

evaluating the ¢

36
force the user to provide you that
we think it's really critical in

vent and perhaps providing some

corrective actiong and so on.

MEMBER
try to perhaps 1
what's going on.
we just closed,
language did not

getting, assuring

being received
Okay.

So, perx
gets collected

something that we
maybe what we neef

to the Committee

for all medical

EIL: This is Laura Weil. TIf I can
nterpret some of the sub-text of
We, in the item, agenda item that
we closed it because we felt the
reflect the ACMUI's interest in
that more complete information was
events, correct?
because the stuff that

haps what,

s determined by rule, it's not
can change easily, it's rulemaking,
to do is simply have a sub-charge

that looks at medical events to

monitor whether tfhere is increasing compliance based

on NRC Staff's act
entities that are

Is that
things are imprgQ
complete informat(

MEMBER

least in my mind

ivities to engage with OAS and other

reporting.

what we're after, just seeing if
ving whether we're getting more
on?

ENNIS: I don't know, I think, at

we're actually after two things.
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One 1is that, bu

37

H two 1is, since there 1is, beyond

rulemaking, a poggible mechanism for modifying. At

least what's strq

mgly recommended.

I think| it would be of value to the ACMUI

to look at that d
that makes sense
and then make
document. And ma
too, although we

that.

cument, see what's required, see if
to us, 1f it ought to be modified

some recommendations about that

ybe some rulemaking recommendations

understand the challenges in doing

So I think it's both we need the elements

that are being as

is being done.

CHAIRMAN

Palestro again.
creation of a sey
do that?

MEMBER
way. The NRC Suj
to whether they w

event Subcommitte

not on the Comn

Subcommittee. T
fine.

CHAIRMA]

cou

(202) 234-4433

kked of people and also how well that

PALESTRO: So, this 1is Dr.

Dr. Ennis, then would you favor the

arate and distinct subcommittee to
ENNIS: I'm really open to either
committee Members here could speak
ant to do it as part of our medical
e or if there's interest for people
ittee, form a

maybe we separate

think either mechanism would be

N  PALESTRO: It 1is open for
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discussion. Any

Members in partic
MEMBER

Bollock say thafi

monitors the inpup

go back to a state

38

comments from the Subcommittee
lar? Mr. Green.
GREEN: I thought I heard Mr.

there was a subcontractor who
of data into this database and can

, an agreement state, and say, hey,

you're a little sy on the data here can you fill in

these fields? 1I'f
be the monitor
contractor will dq

I think
we request on the
with, to see if g
we would like to Jg

MEMBER
having seen the
monitor needs a [
someone else is 1(

MEMBER
the NRC have a tef

requesting to reyp

event on the othef

n not sure it's the ACMUI's role to

of completeness, I think that
that though.

we could look at the list of data

form that the agreement states work

hat has all the data elements that
ee.

ENNIS:

I guess I'm feeling, just

data for a while, that maybe the
honitor. Or at least notice that
oking from time-to-time.

HEETZ: This is Mike Sheetz. Does
nplate on what information they are
ort a medical event or some other

r parts in the regulations?

MEMBER [ENNIS: Yes.

MEMBER §

called a state ag

HOBER: This is Megan Shober. It's

reements procedure. It's SA-300.
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Which, again, it
responsible for
elements that are

And so
NMED and it doesn
the NMED contract
says, please prov
60 days.

So, the
state doesn't nedg

is cross-checking

elements and redqt

not initially pro
MEMBER
again, is there

state ever respon
information?

MEMBER
doesn't follow-up
place where it w
the integrated
program.

They ddg
closed in making g

I don't know if it

39

s, I don't know which branch is
it but that has a list of all the
required for a complete NMED record.
if a state submits information to
t include all those elements, then
br sends an email to the state and
ilde this information within the next
're pretty on top of that. And the
essarily respond I guess, but NMED
the NMED report against the SA-300
lesting more information when it's
yided.

SHEETZ: And this is Mike Sheetz
§ mechanism to monitor whether the
s back with a request of additional
I$HOBER :

This is Megan again. NMED

after that initial round, but the

juld be noticed, again, is through
materials performance evaluation
look at records that are open and

ire that records are getting closed.

| would trickle down to that extreme
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level of detail
there is a problj

attention is paid

But as
not. Not that def

MR. BOLl
they may, if the

are lacking in inf

it will probably [

40

o look at those elements, but if
em with reporting of course, more
in that area.

far as a routine basis, probably
ailed.

LOCK: Right. So the IMPEP process

see a programmatic issue, states
ormation on every report they have,

e noticed.

Here, tlhere missing information may not be

just based on, it
for, you know, a
I mean, there are
but we recognize f

is that we want ¢

best as possible,

useful as possibl.

So, yes
be identified is [
get all the infon
if the

other way,

a structure is 1log

's all sampling and looking at it
roder could not be identified. So,
like I said, there are mechanisms
he concern the Committee has brought
o make sure the information is as

consistent as possible, can be as

the only other way I think it would
f the event was an AO, and then we

mation on it. So that's the only

event is significant. And that's,
king at what's most significant.

earing, I just want to clarify, I'm
yS . One,

the consistency in the

they're reporting what they're
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hearing two thing
reporting, that
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supposed to be ryeporting on their SA-300 and it's

consistent to get

And then

the best information.

also, consideration for a

Subcommittee to rgview the SAs and seeing what is out

there.
hearing,

SO we can capture

CHAIRMAN PALESTRO:

that back to my

So I jusf want to,

I think that's what I'm

I just want to make sure that we understand

that, that's what it is.

So I'd like to bring
As Dr.

original gquestion. Ennis

discussed, there jare one or two options.

One is fHo incorporate this into the current

Subcommittee on 1

edical events work or to establish

a separate subcommittee to carry out this task. And

so I'd like to get

MEMBER
to review the meg
it's now seven yeg

And one
there are, the 1
sometimes not fulll
is a need, as Dr|
subcommittee or f
differently so thp

accuracy of these

Because

some discussion on that. Dr. Suh.

BUH : Yes. So, I've had a chance

ical event reporting for, I guess
rs.

thing that I have noticed is that
eports are not consistent and/or
y accurate. So I do believe there
Ennis has pointed out, to have a
o really look at what can be done
t there is greater consistency and
medical events.

by evaluating these medical events
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hopefully vyou'll
help drive chang
healthcare providg

So, whefp

42

get more information, which will
es, which will help patients and

trs as well.

her or not it's part of the current,

what I say for, ij{because the current medical events

committee, subco

interoperate thes

that should be
subcommittee e
subcommittee.

radiation oncology
will be.
CHAIRMAN
MEMBER
little opinion bg
seem to be intereg

currently on the

mittee 1s familiar with how to

> NMED reports, that it should be,

the charge of that particular
ther than forming another
['d still have to replace the

r and that's whoever my replacement
I PALESTRO: Other opinions?

ENNIS: Well, I guess I have a

cause both Megan and Zoubir have
sted in this topic and they're not

Committee, so I'm wondering, for

that reason, maybg, maybe we should have a different

Committee. But mg
MEMBER
comment . I guesq

the last time that
to be submitted,
And lef

thing is that, ¢

vbe they want to speak to that.

OUHIB: This 1is Zoubir. Just a
my question would be is, when was
list, that required list that needs
vas actually looked at to revise?

me just follow-up with one more

he reason I'm asking this, is it
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possible that the
that list that is
in reporting a me

And the
not really needed
and see, how can ¥
useful.

CHAIRMA]
you're saying, tf
come back to the
answered,
this new charge
existing Subcomm
separate subcomm
really like to fo

MEMBER
members of the NR
sorry guys, I kng
report that we'r¢
miss anyone.

Richard
Suh and Mr. Shee
this or should we

CHAIRMA]

have, six?

I think.

43

re is information that's lacking in
really critical or perhaps important
dical event.

re might be others that perhaps are
and is there time to look at that
e best make that more efficient and
N PALESTRO: I understand what

iis is Dr. Palestro, but I want to
question that really needs to be
And that's, do we incorporate
into the responsibilities of the
ilttee or do we want to create a
iittee? And that's what I would
rus on at the moment.
ENNIS: All right, so our current
' Medical Event Subcommittee are --
w you worked hard on our Committee
about to see, but I don't want to
Green, Dr. Metter, Dr. O'Hara, Dr.
Hz. Did you guys want to work on
have a separate Committee?

N PALESTRO: How many members do you
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MEMBER uNNIS: Six.

CHAIRMA]
you can't add any]
(Off mi
MEMBER
does he have to b
CHAIRMA|
but you can have

Committee.

MEMBER [BENNIS:

CHAIRMA]
choose --
MEMBER

have a separate C

44

N PALESTRO: Okay. At this point
more members.

rrophone comment)

HNNIS: Well, Dr. Suh is leaving but
e replaced by another --

N PALESTRO: That would be replaced,

a maximum of six members on the

Okay.
N PALESTRO: So the Committee can
ENNIS: So I'd like to suggest we

mmittee because I see some valuable

members around th
this Committee.
CHAIRMA|
Chair I believe 1
a separate, or td
will now do. But
the specific char
MEMBER
to articulate it

CHAIRMA|

some rule, we don

¢ table that are not able to be on

N PALESTRO: All right. Well, as
have the prerogative to establish
establish a subcommittee, which I
I will rely on Dr. Ennis to create

ge for that subcommittee.

ENNIS: I'm going to ask Ms. Weil
for me.
N PALESTRO: Unless I'm violating

t need to have that specific charge
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at this minute. I

of business today]

MEMBER WEIL:

MR. BOLlL

you close --

CHAIRMAN PALESTRO:

and trying to kng

lunch. So, Dr.

appoints the Subgpmmittee Members,

sense to ask for |your input,

on the Committee.

MEMBER [

Fnnis,

45
'd like to have it before the close
so that we can formalize it.
that's fine.

Yes,

OCK: Yes, that's fine, as long as
Rather than being vague
ck it out in five minutes before
and again, while the Chair
I think it makes
who you feel should be
Subcommittee.
NNIS:

Okay. Dr. Ouhib, would you

be willing to serye?

MEMBER (
MEMBER [
MEMBER ¢
MEMBER
to be around on tH

MEMBER W

MEMBER [ENNIS: Oh,

Will you be willip
(Laughtge
MEMBER W
MEMBER

volunteer. Oh, sq

UHIB: I'd be happy to.
NNIS: Megan?
HOBER: Yes.

NNIS: Okay. Laura, are you going
e Committee for long enough to --
EIL: Only about a year though.

a year 1s good enough.
g to serve?
r)

EIL: Yes.
ENNIS: All

right. One more

rry.
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DR. HOW
Dr. Suh, this is
off of the medica
if you have more

same committee @

subcommittee.

MEMBER [HENNIS :

there was an int
because of size 1
so we're going to

We pro
radiation oncolog
don't know who it
now I think we'y
there be one more

MEMBER

MEMBER [HENNIS :

MEMBER
think that would
need a variety of
so forth.

MEMBER
medicine experti

medicine events

nuclear medical e

46

E: I just wanted to make a point,
his last day so he will be coming
1 event committee, so you may want,
than him, you might keep it in the
in with a new

r you might come

Great. No, I think we felt
erest in people who could not be,
equirements that subcommittees fit,
do a separate committee.

Hably would want to ask the new
iist to join this Subcommittee but we

is or when it's going to be, so for

e got a good Committee, but maybe
person to volunteer?
(ARTIN: I'll volunteer.
Excellent.
ODUHIB: Yes. This is Zoubir. I

be perfect because we definitely

therapy, diagnostic and so on and

ENNIS: Do we have enough nuclear

se though? There are nuclear

qnd I think actually we need some

kpertise, sorry, but --
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MEMBER
MEMBER
volunteered, than|
CHAIRMA|
to review very g
the Subcommittee
Mr. Ouhib, Ms. Shg
I'm sorry, and Ms
PARTICI
(Off mi
PARTICI
okay.
(Off mi
CHAIRMA|
the Subcommittee.
the close of busi
with the specific
And now
would also ask th
MR. BOL
and I have to dig
staff liaison.
CHAIRMA|

the open forum?

we resume at 12:4

I

I

N

It

I

It

I

N

'S

[

N

A

cou

(202) 234-4433
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ILSIZIAN: I'll volunteer.

ENNIS: Okay. Dr. Dilsizian has

¢ you.
I PALESTRO: All right, so then just
ickly. Dr. Ennis is the Chair of
and the Members are Dr. Dilsizian,

ber and Mr. Sheetz, is that correct?

Weil.
ANT: That would be six.
rrophone comment)
ANT : That's six, we don't need,
rrophone comment)
I PALESTRO: All right, so that's

But again, I would ask that before

ness, at some point, you come back
formal charge.

that we have this Subcommittee I
t Staff appoint a liaison.
I'll work on that. Lisa

OCK: Yes,

cuss and we'll absolutely supply a
I PALESTRO: Any other matters for

311 right then, we will adjourn and
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(Whereupon, the above-entitled matter went
off the record aff 11:58 a.m. and resumed at 12:45
p.m.)
CHAIRMANN PALESTRO: I call the afternoon
session to order || First presentation this afternoon

is the Medical Hyents Subcommittee and it will be

presented by Dr. Hnnis.
MEMBER [ENNIS: Thank you Dr. Palestro, good

afternoon, everyome, I'm happy to report the Medical

Events Subcommitflee report for this meeting. The

report is the worK

it is very much a

of all members of the subcommittee,

joint effort with each of us pretty

much owning one part of the report and I invite all

the subcommittee

nembers to speak to their point at

the end if I hayen't touched on all key elements.
Next slide, pleask.

MR. BOLLOCK: This is Doug Bollock with NRC.
I apologize, we'rg having some technical difficulties
so it seems like We're getting them resolved quickly.

MEMBER [ENNIS: Okay, back one slide please.
So our subcommittlee members in addition to myself,
Mr. Green, Dr. Mgtter, Dr. O'Hara, Dr. Suh and Mr.

Sheetz. Thank you.

=

The subgommittee decided to change the way

it had been repdrting for the last several years,
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with encouragemen
Howe with the sup
than go through |1
year and review afl
a way similar to w
instead we decidg
reports of this
report, so this i
years to take a wi
themes that mighi
perhaps even acrof
come up with some

So in tQ

just to give you 4

49

r from NRC staff, particularly Dr.

port of Dr. Palestro, that rather
MED ourselves for the last fiscal
1 the events and report on them in
hat Dr. Howe had done in the spring,
rd to review the last three-year
committee plus Dr. Howe's spring
5 covering three and a half fiscal
der angle or high level looking for
be recurring within Part 35 or
s different parts and see if we can
recommendations for improvements.

e end as you'll see is the data but

summary now, we saw two overarching

themes. One, therg's good examples to suggest that a

performance of
immediately prig
radioactive byprg
surgery and othet
with great successg

And thef
lack of a recent of
administration apg

a number of cases

So, now

a ‘“‘time-out’’ type procedure

r to the administration of
duct material has been done in

r settings in medicine, currently
, could have prevented some others.
re seems to be a second theme, that
r frequent performance of a specific
ears to be a contributing factor in

Next slide.

going through the data for the three
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and a half years
Byproduct Materid
meeting written dl
events that have
21 events in totdg
patient. Next slig

“‘Time ¢
deal with several
to the prescripti
ought to have
minimizing that.
the cases might hg

had been used.

The wzrd

been an

50

by section. In Part 200, Unsealed
| for Imaging and Localization not
irectives, these are the types of
pccurred over the last four years,
1, wrong drug, wrong dosage, wrong
e.

ut’’ likely would have been able to
bf these, confirm the order compared
on, wrong patient also a time out
effective mechanism for
A rough estimate is about half of

ve been prevented if a ‘‘time out’’

ng dosage is a little trickier in

that dose calibrdtors are not necessarily required

and not everyone
be a 1little biy
probably not effg
‘“‘time out.’’ Next

In 300
Requirement Diref
again, a few every
a handful, half dg

cover the vast ma

half to three-qgu

has them, so that those errors may

more difficult to overcome and

ctively changed by implementing a

slide.
, Unsealed Byproduct Material
tive, these are the issues and

year, pretty consistent, you know,

zen or so different types of things

jority of events, and again at least

arters may have been able to be
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prevented by a “!

Written
done would be lik
is a common themsg
out,’’ how many c
things obviously
is obviously a tg
patient ought to
out’’. Thank you.

Manual

non-prostate, the

technical in 1
applicator moved
implanted and

prescription errog
Then in the pros
been a large grou

Looking
you don't mind, ji
applicator issue
potentially for
procedure often
actually describs
either, but you c

a role.

51

Hime out.’’

directive not done or incorrectly
31y, error in the number of capsules
b, and again something about ‘‘time
Hpsules as a check, dose, equipment
unauthorized clinic

are different,

tally separate issue. Again, wrong

be able to be caught by a ‘‘time
Next slide.
brachytherapy, both prostate and

e are obviously a little bit more

nature. Applicator issues, the
during the implant, wrong site
activity, being prescribed,

r and air kerma versus millicuries.
Hate there's dose group, which has
. Next slide.

at these, let's go back actually if
Ist to be able to talk about it. The
issue

sort of had a ‘‘time out’’

some not familiar, not doing the
issue, although most of the ones
d here did not appear to be that

puld imagine sometimes that might be
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Wrong si

talking penile

significant numbg

infrequency of
significant role.
a ‘‘time out’’, {
The prostate dose
of medical eve
dramatically. Mar
definition not ewv
to see what emerd
But som
the type that cgq
because there wern
one example, some
implant ought to
least one or twog
wrong dose, conf
external beam. S
that. Next slide.
So in 4
of these types of
out’’,
Next

experience.

covered this here

and another

I

S

K

cou

(202) 234-4433

fthe procedure

52

te implanted, in this setting we're

bulb implantation which is a

r of those. It is certainly an
that is playing a
And activity prescription error is
ptentially caught by ‘‘time out’’.
of course, with the new definition

ts, this 1is going to change
y of these events are by the new
nts, so it will be very interesting
s afterwards.

e of the prostate dose events are
uld be caught by a ‘‘time out’’,
e errors in prescription for, just

ne getting external beam and a seed

get a certain dose and there was at

events where they prescribed the

using that the patient also got
a ‘‘time out’’ could have caught
ummary, sense 1is about ten percent

events might be affected by a ‘‘time
maybe 15 are impacted by a lack of

slide. Let's see, I think we've

Next slide.
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In 600
regulated under ¢4
Wrong position,
failure. 37 even
there's a half a
all of them. Next

This is
Again, all relate
knife played a ro

Again,
likely impact, d
percent. Next sli

The in
playing a role in
so far at least
it's a 1little
procedure and the

and that plays

intravenous admi

53

HDR and the gamma knife are
DO0. These are the types of events.
reference Linux plans, software
ts over four years and again, if
dozen things that pretty much cover
slide.

just broken down by disease site.

§ to wherever brachytherapy or gamma

le in the diseases. Next slide.

looking in review, ‘‘time outs’’
buld have an impact in about 15
de.

frequent user phenomena may be

about 30 percent. So it seems like
rhe technical anatomic procedures,
it more about frequency of the
romfort or experience of the person,
H lesser role in the radioactive

nistrations for diagnostic or

therapeutic purpo

Okay, a
have a few obvig
just a few events
of a ‘‘time out’’
Next slide.

cou
(202) 234-4433

ses. Next slide.

Nd radioactive seed localization, we
sly different parts to 1,000, so
but potentially could be an impact

at least the wrong site implant.
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For Perflexion, Gamma Knife Perfexion, these

are the number o

common being posijtioning alignment,

very specific ve
uncommon but a feg

addressed by ‘‘ti]

f events and the causes, the most
but that was a
nmdor and site. Other ones pretty
w events, some of them potentially

me out’’, wrong site for example.

Perhaps patients [had maybe some experience playing a

role there as wel

Then Y-
events in this c¢
before.

Complica

here's a nice su

1. Next slide.
90, so as we have seen before, more
Htegory. We have talked about this
tubings,

Hed procedure, etc., so

nary of events over time, and a lot

of it has to do wi

or problems with
setting up prope
dose calculation
This is

for Theraspheres,
similar patterns
issues. Next slid
So agai]
pie chart. A big
we have the other

Things

the Y-90 area to

th activity remaining in the device
the catheter, the shunting issue,
Hly, but some of the more kind of
1ssues as well. Next slide.

for SirSpheres, the prior slide was
not demonstrably different, pretty

of what's common and what are the

S

one is residual activity, but then

problems as well. Next slide.
Hhat might be able to be done within

prevent medical events, reviewing
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the mechanics of delivery device and setup procedure,

again speaking pajrticularly,

I think, to the setting

of infrequent usefrs or not having used it in a while

or just getting gtarted,

report all the, 3
in the written di
we have mentioned

Just tr

will, what kind ¢

eveat—review the elements that are
Hective would be helpful as well, as
Next slide.

¥ing to categorize, ball park if you

f impact the ‘‘time out’’ might be

able to have on thle three different areas within 1000

that we just talk
of them, so maybe
number. Within
Perfexion/Icon, 1
have been prevent
and the Microsph
kind of consisten
procedures, anatg
modest impact, p
slide.

In ter
problems, none of
to 20 percent of

have played a rol

small percentage

ed about so for the RSL, maybe one
25 percent. Obviously it's a small

the gamma knife sphere,
naybe also about 25 percent could
ed if a

‘‘time out’’ had been done

gres, about 12 percent. So again,

H with the idea when doing technical
has a

mic ones, the ‘‘time out’’

ptentially ten to 20 percent. Next

s of Jjust infrequent user type
the RSLs seem to be that. Maybe 15
the Perfexion/Icon events that may
e and Microspheres best guess is a
ks well. Next slide.
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So if
of a ‘“‘time out’’
could we think abg
suggested as elem
them? A pretty b3
in surgery and in
being used, ide
identifiers is a4
‘“‘time out’’, rey
going to be perfor
dosage, then ther
additional elemerq
procedure, the whg

For exaf
to include a reg

millicuries, anaty

type procedures would make sense,

name on a treatmeq
like in brachytheg
in Y-90, 1is that
second check, has
required in manjf
verifying that 1

proceeding.

And so

56

e were to try and distill this idea
across all parts of Part 35, what
ut as being something that might be
for all of

ents of a ‘‘time out’’

sic stuff of what's a ‘‘time out’’
other settings that it's already
ntifying the patient with two
generally accepted element of a
iewing the exact procedure that's
med, the isotope, its activity, the
e may be consideration for adding
ts depending on the acuity of the
le treatment being done.
nple, an LDR prostate would be wise
alculating based on air kerma or
omical location for the anatomic
is the patient's
t plan if there is such a thing, so
rapy is there a treatment plan, or
this patient's plan, independent
that been performed in a way that's
7 quality programs but you are
t's actually been done prior to

again, some very specific things
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about HDR relateq
consistent source
year there's one
implant site locaf

For ths
hasn't used it f£9
not Jjust a sped
department, the

recommended at th

advantage of what's out

recommending, reg
word, recommending
also, all profess
slide review coy
there's review ar
these procedures [t

There's
encouragement tq
experience, and I
be a recommendati
haven't done thig
totally comfortab]l
steps with your e

long way.

And th

57
to catheter 1lengths, that is a
of occasional error. Almost every
of those, and --- 1like for a cell
ion. Next slide.
issue of the infrequent or user
r a while or program, rather than

ific wuser, but it could be the

program, things that might be

is point, just in terms of taking
there, requiring or

uiring i1s probably too strong a
a review course be done. There's,
ional societies now have video or
rses that can be taken on 1line,
ticles all over the place for all
or people to review.
obviously the opportunity but

speak to a colleague with
think particularly important might
on that a dry run be done if you

procedure or you're not feeling
e or confident, go through all the

ittire team. I think that could go a
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particular devic
tubing, just per
know exactly how
the catheters or
in the right dire
So what
promulgate this
subcommittee reco
information notic
things and to the
about ways to pre
Committee members|

out any important|

CHAIRMA|

58

g, particularly a Y-90, and the
florm a dry run essentially so you
vhat to push when and when you flip
the, you know, to make the flow go
rtion. Next slide.

could NRC do to affect this or
E We thought that, and our
mmends, that NRC consider issuing an
g alerting authorized users to these
recommendations of the subcommittee
yent them in the future. Thank you.
anyone want to add to, if I left
things or just any other comments?
from

N PALESTRO: Any comments

members of the A(C

MEMBER
Just a question.
everything would
any of these med
interesting to kr
done that were d
we've got 21 even
did we do correct
that this is not
like to have 21 €

cou
(202) 234-4433

UI? Dr. Martin?
[ARTIN: Learn how to do the buttons.
We obviously have an idea that
be perfect and we would never have
ical events. I think it would be
now how many total procedures were
bne correctly. In other words, if
Hs, it's 21 out of how many thousand
ly? Just to put it into perspective
not that we

a hazardous, I mean,

vents, but it's 21 out of, I don't
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know, 2,000, 2(
actually done of
would just Dbe
perspective as t
this is.

MEMBER
kind of informati
fraction of each
perspective can kb
but that being th
to look at it, fr4
that 1if there's
things to do to d

MEMBER
just putting it
across that this
we're doing.

CHAIRMA|
O'Hara?

MEMBER
follow up on this
having two review
review the NMED

report has added

medical device fa

59

, 000, how many procedures were
Hhose type of procedures? I think it
into

interesting, maybe put it

H, quote, really how big a hazard
HNNIS: So yes, in prior reports that
on has been shared, and it's a tiny
one of these reports. Certainly one
e well, there's hardly any events,

ke case we don't need a subcommittee

nkly. And I think we would all agree

relatively straightforward easy
® better, then why not do that.
MARTIN: I completely agree. I was

iinto perspective so it didn't come
was a real hazardous process that
N PALESTRO:

Other comments? Dr.

O'HARA: Yeah, Mike O'Hara. One

is that a few years ago we started
scientists from the FDA be able to
Hata base, and that and Dr. Howe's

B lot of strength to our review of

ilures.
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What I
here. Machine mal
failure and softy
failures are d
interested in. An
radiation oncolog
the recalls that
are due to softy
putting a lot of
new devices with
for the software
us to that, with

CHAIRMA]

DR. DI
When I 1looked a
themes. One was
was the lack of tn

unfortunately are

of medicine.

60

nean, there's a couple of examples
function could be a medical device
software

are failures. Those are,

efinitely something that we're
] just for everybody's knowledge, in
vy, right now 74 percent of all of
involve radiation therapy devices
are failures. So we actually are
effort into approve, or clearing,
mew procedures, new ways of testing
failures. And NRC has really helped
better communication.

N PALESTRO: Dr. Dilsizian?

HSIZIAN: Great presentation, Ron.
{f your summary, vyou had two main
Hhe ‘‘time out’’ and the other one
hining or experience. Both of those,

not regulations. It's the practice

The reagson this comes up every time 1is

because I'm th
committee and ou
the committee war]
to decide what t

lack of let's say

§ chairman of radiation safety
1 radiation oncology colleagues on
t to have us as a safety committee
ype of a period you would need of

doing Y-90s, where you should not
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either teach or d
medicine, not rad

So whg
committee we're t
summarized beauti
of medicine. You
should be recomme
our role? It's ve

MEMBER
something we stru
that line and I d

joined to any kir

more of informati

medical events, s
regulatory space.
to help you minin
we're recommendin
I agreeg
stipulate the def
not frequent for
definitely out o
okay for NRC to
see a pattern her
you and you gy

appropriate time|

61

o, which I thought was the order of
lation safety.

L's interesting 1s that as a
rying to deal with these, which you
fully, but it's really the practice
even mentioned that the Society
nding this, not NRC. So what is then
ry interesting.

ENNIS: That's a great comment and
ggle with here all the time. It's on
Bwess maybe in part we're not really
d of regulatory work. This is just
onal, hey, as a body that reviews
0 that's kind of working it into the

As regulators, if you will, we want

ize that and these are some things

I wouldn't want NRC to start to
inition of what's frequent, what's
this particular procedure. That's

i their purview, but I think it's

gay, hey, we're regulating you, we

§, and we want to highlight that for
think what's the

yS now about

what's the appropriate things in
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the ‘‘time out’’,
the specific thing
to hear some suggg

I think

62

I mean we're not really mandating
ys, just think about time, I'd like

tstions.

that comes close to the practice of

medicine but is sjtill as a practitioner I think that

would be okay for
some advice.
CHAIRMAN
questions?
MEMBER
One regarding theg
like get people -4
should be part of
actually has happg
and th

procedure,

wrong. Unless you

NRC to kind of let me know, here's

I PALESTRO: Other comments or

ODUHIB: Two minor items, probably.

education and training, sort of
- you know, perhaps medical events
that training, to be aware of what
ned using that device or doing that

ey need to know how things can go

know, you might very well make the

same mistake. I think that would be valuable.

The oth
Looking at othern
perhaps, is that 3
anything that is
procedure that we
the applicator,
the software was d

the device itself|

anything,

er one is on the *‘‘time out’’.
medical events that took place,
sking a simple question as, is there
different that we're doing in this
have done before? Modification of
a very recent upgrade of

one last night, something regarding

Something, there was a repair that
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was done, the en
affect you but ju
would be valuable
and talk about it
CHAIRMA]
MEMBER
Zoubir's comment
the occurrence
especially with 4
at the main causeg
20 percent of the
delivery apparatuy
all an elective t
These ¢
many microsphers
inadequate flushi
the cause of lack
the Y-90 microspl
the device setup
percent, so it wa
But if
greater than 20 ps
they weren't quit
weren't sure com

microspheres, tha

63

Jineer was, I don't think it would
5t look at. Things like that I think

to sort of, so anybody can speak up

N PALESTRO: Mr. Sheetz?
BHEETZ: I would like to follow up on
about licensees understanding what
other medical

was for events,

he Y-90 microspheres. If you look
for the events, it's greater than
residual activity remaining in the
$, not due to stasis. So it was not
ermination of the procedure.

Hn be caused by trying to infuse too
5, kinking of a catheter, or
ng of the device. If we looked at
of experience or infrequent use for
eres, we only attributed those for
errors, and it was around eight
gn't significant.

you add the residual activity,
rcent, to the infrequent use because
# sure how the device worked or they

finations of flushing and infusing

i comes up to over 70 percent as 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

reason for the me

So I'm
correct that but 1
to the manufacturj
period of time
manufacturers are
additional instr
approved. Thank vy

MEMBER
during that ref
manufacturers act
training and show
go wrong. I'm go
what's going to hs
that is known, bg

prepared and they|

MEMBER

64

dical event.

not sure of the answer on how to
flaybe licensees could reach out back
rer for a refresher if it's been a
for them wusing the device. The
very willing to come out and provide
liction after they've already been
ou .

NUHIB: And just to follow up on this,
nesher I would 1love to see the
tfually creating events during the
iing them how the system can actually
Ing to do this, watch this and see
ppen, and go over every single event
sically with the users so they are
can avoid it.

GREEN:

This is Richard Green.

Playing off Dr. Martin's comments that there are very

few events for
practitioners, kn
and not have a mg
aggregate this d4g
30,000 foot view
multiple years,

salient, you know

the millions that occur. Many

Hck on wood, will go through a career
dical event. But it's not until we
ra to the level that we have, this
that we have of all the data for
where we come up with this very
This review of

this ‘‘time out’’.
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a skillset that you may have had but that may have

gotten rusty beca

se of unuse.

I think||it's, this level of our viewpoint,

we can suggest,
that the NRC put
says,
it's not all thin
medicine, but it
that you may not
and not had a pro

problem.

CHATIRMAN

this is ggpd advice.

dnd that's all it is, a suggestion,

§ out an informational notice that
It's not a regulation,
Js are infringing on the practice of
s something that we can identify
see, may have gone a whole career
lblem, but this could help prevent a
PALESTRO:

Other comments or

questions from the committee?

MEMBER
possible elements
is there a

out’’,

model procedures

the written diredtive 35.3 regulations to say,

is strongly sugge

that could Dbe
directives?
MEMBER

question for NRC,
a way of going

themselves, it's

SCHLEIPMAN: One quick one. The
of a ‘“‘time out’’ or use of a ‘‘time
possibility that could be put into
Ht the NRC post, and/or appendant to
this
Hted or this is an element of safety
written

incorporated into the

ENNIS: Well, I think that's a
whether they can and can't. Is there
into and changing the regulations
Hot a big enough problem to do that.
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I think the infoxy
thought, but agaj
anyone else to saj

MR. BOLJ
a direct question
Dr. Ennis said, if
of cases, probabl
step further. We
it's a problem,
problem.

But thg
things that can
recommendations £y
know, here are, H
seeing here the ey
here are some thin
that 1is absolute]
easily.

CHAIRMAN
notice that that
professional meq
incorporate into {
procedures for thg

perfect and img

66

mation notice was the mechanism we

n, I would open it up to Doug or

OCK: Yes, from the NRC. So to answer
we could but is it necessary, like
it necessary with this low number

not. That would be getting another

would have to really evaluate if

and right now we don't see it as a

t doesn't mean there are other

be done, like the stuff in these

r information for us to share. You

ere's our personal experience for

rents, here are some of the causes,

gs that could prevent it. You know,

y something that we can do very

I PALESTRO: Mr. Green?

GREEN: I think the

does occur would then go to the

ical societies for them to

heir procedure guidelines and model
tm to work with their peer group to
within each

rove the processes
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professional sociuty.

CHAIRMAN PALESTRO: Mr. Ouhib?

MEMBER [PUHIB: And I think just to answer
that one, I think [that's already part of an accredited
program by ASTRO,|| for instance. That is a must. The
‘‘time out’’ is al|must. But let me just add one more
thing is, we tall] about a ‘‘time out’’ button prior
to the procedure |[['d like to suggest that perhaps a
“'‘time out’’ at the end of the procedure to make sure
that the treatment was actually delivered according
to the written dfilrectives and there is nothing out
there that perhapf went incorrectly, and not wait for
the fifth fractign to discover that all these five
previous fractiong were treated incorrectly.

And I tfhink, and I hate to call it a ‘‘time
out’’, but it prokably will fit just fine, to have a
good review at the|end of the procedure and say, okay,
let's take a look|| Did we do anything incorrect here,
and can we confirm it, and how?

CHAIRMAN PALESTRO: Dr. Ennis?

MEMBER ENNIS: I'm not sure how I feel about

that. I guess tlhe hesitation 1is I feel 1like 1if
anything did Thappen, that generally does get
discussed and the|jneed to add a layer to every single

procedure of yet|lone more, I'm not sure the value
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added. In theory|
really sure.

MEMBER

68

I get it but in practice I'm not

OUHIB: Well, there are certain

procedures that ypu're required to review your case

and make sure that nothing has happened and there

wasn't

a medical

event. Then you're supposed to

document that. I ghink what I'm saying is that perhaps

that should be applicable to all procedures to make

sure that there wasn't a medical event and not wait

for the fifth fra

CHAIRMAN

questions from the committee? Dr.

question for you.
of the subcommit
better. We've tal

for several vyear

provided useful information.

a time span of th

My ques

about this wvia egnail,

ktion, perhaps.
PALESTRO: Any other comments or
Ennis, I have one
This indeed is a change in the focus
lee, and I think a change for the
ed about this at the ACMUI meetings
s and I think you certainly have
However, you looked at
ree and a half years.

tion is,

and you and I have talked

is this report, should this

report continue o be an annual report or should it

be less frequently,

that you look at
MEMBER

make sense to do g

cou
(202) 234-4433

at some specified interval, so
mew accrual of data?

ENNIS: It doesn't really seem to

his every year, very few, relatively
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few events per
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year and there's going to be

significant overllap to next year this year. We'd be

looking at the sa

I guess
two years woul
committee should
every two years o
intervening years

of this task, at

more sense to do

me data.

my gut feeling would be maybe every
§ be appropriate. Whether this
not really report anything except
H it should do something else on the
| I'm open to thoughts. But in terms
least, seems like it probably makes

1t every two years.

CHAIRMAN PALESTRO: Dr. Metter?

VICE (]
Metter, and I thi

still should be m

HAIRMAN METTER: This 1s Darlene
1k that's a good idea but I think it

fnitored in case any event does come

up that I don't want to wait two years or three years

before we realiz

occurred.

# that two years ago these events

So perhlaps the subcommittee can at least

monitor it and WH can maybe report that there was

nothing unusual t

at occurred this year and not give

such a detailed r¢port, but somebody needs to monitor

it on an annual b

CHAIRMAN

asis.

PALESTRO: Any other comments or

questions from thge committee? Dr. Suh?

MEMBER

actually started

BUH: I commend the fact that we have

to look at 30,000 foot views for
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medical events, a
report really und
simple practices
and safety of pat

So I
subcommittee and
things like unive
simple to do, it
practice in terms
not

it's being

percentages, it 1

between 15 percen

[t

i

It

s

70

d think one of the things that this
erscores is the importance of very
o make a difference in the quality
ent care.

would really encourage the
committee to continue to promote
sal ‘“‘time out’’. I mean, it's very
should be part of the universal
of how we treat patients, and yet

done. And if vyou 1look at the

nges from the various reports from

t to maybe as high as 85 percent,

medical events coyld have been prevented with a ‘‘time

out’’.

Which t
very small number
upwards of 85 per
time I think is a

CHAIRMA]
you, Dr. Suh. Any]
committee? Ms. We

MEMBER
question. You cits
factor. How did y
to the kind of

cou
(202) 234-4433

I\

i

B

¢

me, that's why even though it's a
of patients the fact that the 35.300
rent may have been prevented at the
very powerful statement.

I PALESTRO: I certainly agree with
other comments, questions from the
17
WEIL: This is Laura Weill. Just a
infrequency of use as a significant
u determine that, and is it related

facility or the 1location of the
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facility?
MEMBER
judgment. That's W

by expert. The exp

71

ENNIS: So, it's a very soft

hy we, part of why we divided it up

ert was reviewing what was reported

and it's like, that sounds to me like someone who

probably hasn't h
group of criterig
based on expertisg
institution,
role but we don't
it in that kind of

CHATIRMAN
questions,

MEMBER
little bit more
subcommittee shoull
the way we did in
events and just
detailed kind of
not high, like our

or in what way dg

ad, but we didn't have like a nice
and so it's just a rough estimate

t and we did not delve into type of

so there's no doubt those things play a

have enough data to really look at
a way.
other

I PALESTRO: Any comments,

from the committee?

ENNIS: So I just want to hear a

clearly what the charge for my
d be for next year. Should we report
the past, and go through all the

say, you know, in that kind of
thing to make sure the numbers are
old reporting similar to Dr. Howe,

you want us to make sure, I just

kind of want to kmow what the greater committee would

like our subcommift
MR. BOI{]

don't know if you

tee to do.
LOCK: This is Doug Bollock, NRC. I

want some of our perspective eye
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and say that your
more helpful than
then perhaps 1ik

something came

72
current, the report you just did is
a rehash of the annual reports, and
Dr. Metter

said, each year if

W

up that 1s noticeable, that is

identified that hey, this could be a problem, to bring

that, to review t

MEMBER

hat .

HNNIS: Okay, so we will just kind of

review them all and if we think there's a theme we

want to report op or otherwise say,

change, subcommi

report or anything

MR. BOILLOCK:

that,
value in that bu
last three and a

us. I mean, I'd 1l

is good informati

We may

not say exactly what you said but it,

right along the

information notic

We do appreciate that.

I've got some s
perspectives. Dr.

DR. HO

you know, I}/f you feed us that.

basically, no
Htee's comfortable without a bit
Right. I can see that we do
I can see the
your report looking back at the
Half years, this is very helpful to
1ke to thank the subcommittee. This
in, these are things we find useful.
Hot say, in information notes we may
this, this is
lines of what we would offer in
gs. This is extremely helpful to us.
So that's our perspective, and
Haff I think may have some other
Howe?

E: My perspective is that vyour
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presentation this
hear, because we
give you the detaf
One of
the regulatory
requirements that
peripheral. One wd
to provide trainin
what is a medical
would also be t

program to ensy

73

year was exactly what we need to
go through in the spring time and
ls of each medical event.

he things I did want to bring in is
perspective. We do have NRC
get to some of your issues. They're
uld be that the licensee is required
g for the supervised individuals on
event, and on the regulations which
in the

e written directives and

re that administrations are in

accordance with tlhe written directive.

Probably
missing is we domn
periodic training
because as you corm
30s and then you
changed and so it
what is a medical

Another]
rule which will
requirement under
to assure that
with

accordance

determine if therg

r one of the things that we are
't have that same requirement for

of the supervising individual,
e into the medical practice in your

get into your 60s, things have
s probably still important to know
event for your specialty this year.
point is that we have in our new
e effective in January, there is a
35.40 which is your written program

administrations are given in
the written directive, that you

t's a medical event.
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We've Ussumed that would happen

past, but now eve

the licensee is s

74

in the
ry time there is an administration,

upposed to determine if there was a

medical event. Sq| there should be more focus now on

what is a medica

| event for each of the modalities

and did this partijcular treatment meet that standard.

So we
regulation, one

directive,

one agan

do have certain parts of the

on supervision, one on written

your written program to assure

administrations 4dre in accordance with the written

directive, and th
get to some of th

but they do get t

en the medical event reporting that
gse issues. Not exactly the issues,

0 some of them.

So we gpuld probably write an information

notice from that

CHAIRMAN

regulatory perspective. Thank you.

PALESTRO: Any other comments or

questions from atjtendees in the room? Questions or

comments from anywne on the telephone lines? Hearing

none, I presume i
the report, is th

MR. BOL

CHAIRMAN

motion is the rep
need a second. DQ

this report? S

's time for the committee to accept
At correct?
LOCK: Yes, that's correct.
PALESTRO: All right. And the
ort itself, if I'm not mistaken. We
we have a second, on acceptance of

#conded by Dr. Schleipman. Any
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discussion? All ip favor? Any opposed? Thank you.

All ri
entitled Non-Medi
by Mr. Sheetz.

MEMBER
the non-medical-j
licensees for fig

This da
events database
licensees in both
not include the mg
35.3045 involvin
Section 35.3047 i
embryo fetus or
involving patient]

What 1ig
under various sec|
49 CFR 171 involv
stolen radioactiv
contamination inc
involving radioac

If we 1
number of non-med
'17,

there were

abandoned or g

ght, the next presentation is

fal Events, and it will be presented

HHEETZ: This presentation will cover

T

elated events reported by medical
ral year 'l17. Next slide, please.

ra comes from the nuclear material
Hor non-medical events reported by
NRC and agreement states. It does
ddical events reported under Section
g patient administration errors,
mvolving unintended exposures to a
other events

nursing infant or

safety or harm.

included are the events reported
tions of 10 CFR parts 20,30, 35 and
ing leaking sealed sources, lost or

4 material, personnel overexposures,
idents and transportation incidents
tive material. Next slide, please.

ok at the different categories and
ilcal events occurring in fiscal year
seven lost,

gight leaking sources,

stolen sources, four personnel
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overexposures, fqur incidents with the shipment of

radioactive material and

contaminations i

malfunctions. Next

three radioactive

rNcidents. There are no equipment

slide, please.

This chiart shows the relative number of

non-medical even

s reported by medical licensees

compared to the fptal number of NMED events for all

categories. You ¢an see that they are a relatively

small fraction o
slide, please.

If we

circumstances of the

categories, for
involving I-125

localization of n

lost in the proce

H approximately five percent. Next

look a 1little closer at the

events 1in the different
lost sources there were three
seeds used for radiocactive seed

fn-palpable breast lesions. Two were

§s of trying to remove the seed from

the tissue specimgn after it had been explanted from

the patient, and
not knowing that

another hospital.

pne involved transferring a specimen

it contained a radiocactive seed to

Two invyplved the loss of 200 microcuries

Cesium-137 sealed

dose calibrators
the loss of a 40

that was shipped i

cou
(202) 234-4433

sources used for calibration of
in nuclear cardiology. One involved
microCurie I-125 calibration seed

n a separate lead pig from the other
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brachytherapy seg
shipping box.

Then th
shipment of a 4
common carrier tr
the location of
delivered back
please.

For le
Cesium-137 dose (¢
have removable co
monthly test. An
contamination dis
and I-125 seed w|
from the tissue g
for brachytherapy
to have removable
the treatment. Ng
of significant co

For sh
there were three
the package cont
from a commercial

Interestingly, th

same isotope as that being shipped,

77

ds and so was discarded with the

ere was an incident with a return
furie Iridium-192 source where the
acking system could not account for
the package but it was ultimately
Next

lo the manufacturer. slide,

Hking sources, five involved the

alibrator sealed sources, found to
mtamination during the routine six-
Iridium-192 source had removable
rovered during source replacement,
as cut during removal of the seed
pecimen, and a P-32 flex film used
treatment of an eye tumor was found
contamination at the completion of
ne of these resulted in the spread
mtamination. Next slide, please.

iljpments of radiocactive materials,
Incidents where the outer surface of
kining radiopharmaceuticals coming
vendor had removable contamination.

k¢ surface contamination was not the

so it is assumed
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that the contamirn

the vendor facilig

of the common carft

And thgre was one

container of an In
transit. However
contamination or
please.

For radi

involved contamim

78
ation occurred during packaging at
yv. There was no noted contamination
riers.
incident where the
idium-192 source was cracked during

there was no 1loss of contents,
exposure to personnel. Next slide,

oactive contamination, one incident

tion of a hospital room from a

patient who was §
200 millicuries
earlier, and they
administered this

There
several rooms in
a child who, af
containing 30 mj
iodide, removed i
was also extensiy
a mess.

And thg
contamination of
from the

imprope

delivery device. |

dmitted and had been administered

of I-131 sodium iodide two days
did not know the patient had been
iodine.

was extensive contamination of
B nuclear medicine department from
rer being administered a capsule
llicuries of iodine 131 sodium
t and held it in their hand. There
e contamination on the child. What
re was an incident resulting in
an interventional radiology suite

r setup of the Y-90 microsphere

lext slide, please.
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For per

overexposures to

pharmaceutical pypduction.

radiopharmacies,
of 510 millisieve

dose of 110 milli

79

gonnel overexposures, there were two
personnel from PET isotope radio-
These were in commercial
bne resulting in an extremity dose
rts and the other with a whole-body

sieverts.

There was an overexposure to an engineer

from cyclotron repair and maintenance activities with

an extremity dose

of 941 millisieverts and there was

an exposure to three non-radiation workers from the

release of fluorline-18 from a V wvial event at a

commercial radioa
in a calculated w
millisieverts. Ne
There
events that get

into one of thein

related to medidal licensees

short-lived medi

landfills or transfer

gets into the was

who have been

treated digdgnostic or

radiopharmaceutic

There i

rtive pharmacy cyclotron, resulting
hole-body dose of approximately 112
xt slide, please.

Hre always a number of miscellaneous
reported to NMED which do not fit
defining categories. One of these
is the detection of
waste

ral isotopes at municipal

stations. The radioactivity
tte from the body fluids of patients
administered radiopharmaceuticals,
therapeutic

kls procedures.

s no standard reporting requirement
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for these events.

80

The NRC does not require them to be

reported and so tfpe requirement varies from state to

state. In the pasf
number of evenf
different states.
been averaging 4
annually. I can't
number in fiscal [y

I'm suy
occurring across
events often resy
in the garbage
radioactivity has
truck are unload¢
the hot waste bag

If the X
to identify the g
can then result ip
waste.

I take g
these reported eveg
and that a sign
undertaken for s

public safety hazg

I thinkK

there have been a relatively large

s, coming primarily from four

Up until the past year, there have

round a hundred reported events
explain the reason for the small
rear '17.

e many of these events are still
the country. The response to these
lts in either the waste being held
ruck for a day or two until the

decayed away or the contents of the

1 and an attempt is made to locate

ag is located, there may be attempts
riginator of the hot waste, which

L a fine or request to retrieve the

he time to point this out as I feel
nts are only the tip of the iceberg
i ficant response effort is being
pmething that does not present a
rd or risk.

Pennsylvania has a model landfill
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monitoring progral
requires all wast
sources. It allow
short-lived medi
buried.

something that dog

Next slide, pleas

This eliminates

81
m to address this problem, where it
le to be monitored for radioactive
5 waste identified to only contain
ral isotopes to immediately Dbe
the response efforts for

s not pose any risk to the public.

e .

So, 1in|| conclusion I think there are a
relatively small number of non-medical events
reported by medical 1licensees. Types of events

occurring have ha
and standardizat
response to allow
be immediately bu
regulators,

you.

CHAIRMAN
interesting pres¢ntation, Mr.

questions from the committee? Mr.

question for you

simply didn't hepr it,

mentioned it.

In terms of the decrease

relatively large

a 100 in 2014 to

licerigees and landfill operators.

d minimal health and safety impact,

ion of landfill radiation alarm
for short-lived medical isotopes to
ried will reduce the burden on both
Thank
PALESTRO: Thank you for a very

Sheetz. Comments or
Sheetz, I have a
You may have answered it and I

or you may have already

in the large,
humber of events down by more than

fewer than 20 in 2017, explanation

NEAL R. GROSS

COURT REPORTERS AND TRANSCRIBERS

(202) 234-4433

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

for that? Have th
sensitivity? Or
detailed instruct
or potentially ra

MEMBER

that. I just have

82

3 alarms been readjusted in terms of

have individuals received more
ilons about storing radiocactive waste
dioactive waste?

BHEETZ: I do not know the answer to

the data from the NMED.

CHAIRMAN PALESTRO: Any other questions or

comments from th
from the attendee
from anybody on
Sheetz. I

procedural. This

do have a

H committee? Comments or questions
54 in the room? Comments or questions
the phone 1lines? Thank you, Mr.
question for Mr. Bollock,

ils not a formal subcommittee report,

does it need to be|formally approved by the committee?

MR. BOILLOCK: No,

there's nothing that was

reviewed, nothing given to wus other than the
presentation itseflf, so no further action.

CHAIRMAN PALESTRO: Thank you. All right,
next presentatiop 1s the American Brachytherapy

Society's effort

to reach out to the brachytherapy

community for creptive corrective actions regarding

events that have {

by Mr. Ouhib.
MEMBER

idea came about

talking about med

cou
(202) 234-4433

aken place, and it will be presented

OUHIB: Thank you, Dr. Palestro. This

when Dr. Howe, actually we were

lical events, and we said maybe we
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could do somethin
improve patient s
So in
learned from medj
medical events in
correct

possible

event. What I mea

and accurate detgils.

actions to avoid
engage the
patient safety. N

I have
medical event, th
no one is immune
different facilit
replace the old oj
upgrades and th
implement somethi
have just introdu

event.

and hopefully red

Importa
events. This is
accurate informa

define effective

So the quegtion is,

83
g with all these medical events and
afety. Next slide, please.
it's a lesson

general, basically

llcal events. Understand how to use
improving patient safety, identify
ilve actions for a known medical
1 by known, known with a lot of good

Look for possible preventive

such medical events, and lastly,

brachytherapy community in improving
ext slide, please.

no disclosure. Next? So, facts on

ey're here to stay and we know that
Similar events are occurring at
iles. New events will also eventually
les. You have new technologies, some
iings like that, or even if vyou
g as a corrective action, you might
Hed another possibility of a medical
how can we prevent some,
ce others? Next slide, please.

mce of information when reporting
Need of

addressed to the wusers.

Hion and details about the event

solutions. Without those, we can't
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do a whole lot.
Details
preconditions, du
the event are wvep
events, provide
interpretation bg
information. Infg
version's being

application, modall

And cerxft

84

on an event before, that means
ring the event and certainly after

y, very essential. When reporting

facts only and not personal
tcause that could be misleading
rmation on the software, which

used, the hardware, the devices,

ity, etc.

ainly involve all individuals with

knowledge about tlhe event. You'd be surprised when a

therapist can prg

vide you some valuable information

that nobody thought about. Next slide, please.

Again,
but also notify t
there's a reason
vendor can help y
took place. But T
for a recall or no
they are prepared,|

Manufacf
other users. Once

some clear guidan

able to provide

user evaluating tfhe possible source of event,

report event to regulatory agency
he vendor as soon as possible. And
for that as far as the vendor. The
ou really understand what actually
ore important, if there is a need
otifying FDA, so on and so forth,
to.

urer to alert as soon as possible
a year users confirm and provide
not be

ce because the user might

that. Manufacturers should resist

try to
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sort of guide th
with others. Next]
Regulat

statements should

85
#gm. Corrective action to be shared
slide, please.

clear

ors. Written and very

be provided. Preliminary reports

should perhaps bg| reviewed by the user before going

public for accura
be viewed by the
user did not pro

please.

So, fox

reasonable specif
evaluated to avoi
The med
simply select the
and frequency, sh
on corrective an
solutions and s}
community. Soluti
team. Next slide,
To ens
shared among all
have the ABS and
AAPM, ASTRO, IAEA
But really, our
organizations inf

cou
(202) 234-4433

ry . And I should add, perhaps, should
manufacturer, because perhaps the
ide full information. Next slide,
both solutions there have to be
ic, practical, proven and have been
d new errors. Next slide, please.

1ical event project basically was to
medical event based on its impact
are the event with users for input

| preventive actions, tabulate the

Hare them with the brachytherapy
bns are reviewed by an ABS select
please.

wre the final recommendation is

isers so the whole peer is to really
the ABS website and available to
manufacturers and so on, so forth.

hope is to bring in all these

b this and then work like a team,
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track these speciiffic errors and evaluate effect on

information sharing. Are we seeing this error again

or not, or was
corrective action|

Encoura
misses errors, ve
Maybe they almost
the information t

Next slide, pleas

So, her

this institution aware of these
$?

ge users to share similar near-
ry similar to what just took place.
had the same error, but maybe with

lhey had they were able to avoid it.

@

#'s the first case, Incorrect Source

Transfer Tube Length. This was actually selected by

two of our gradylate students at Florida Atlantic

University, and y

nu will see their names later on. We

provided them with a case description basically to

the users, specif

ilc feedback requested from the users

and provided then| with an email where they can send

the feedback. Nexft

The intent of the project,

was to improve pa
as possible for b
manufacturer for

share solution wi

Here's
as far as for
considering corr

slide, please.
the number one

tient safety. Involve as many users

kst possible solutions, involve the

better solution improvement and

th the community. Next?
how the question that was proposed

case number one. "When vyou are

gctive action, try answering the
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following questig
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ns. What safety barrier failed to

identify the inciglent? What possible safety barriers

identify the inclident?

What safety barriers might

have identified tfhe incident? What possible factor

contributed to thg incident? Next slide, please.

That bagically will lead the users to look

at what preventivg action could stop reoccurrence of

a similar event Ngxt slide, please.

The usefrs'

email address, W
graduate
that was by Sar
Excellent work. Ng

There's
in on something, g
meeting there wag
his statement was
is an essential [
creative solution
It was like, you
maybe I should e
there's something
please.

I'm not

but this is the

studen%g,

feedback was to be sent at this
hich was wvery creative by these

PreventMedEvent@gmail .com. And

h Price and Panagiota Galanakou.
txt slide, please.
always a motivation line in jumping
nd I recall at the most recent ABS
a keynote speaker, Tom Kelly, and
"Noticing that something is broken
prerequisite for coming up with a
to fix." That never left my mind.
know what, this is something that
mbark on and take a look because
broken out there. Next slide,

going to ask you to read all this

information that was sent to the
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users, basically.

88

What the project is all about, and

so on and so forth. Next slide, please.

Here's g

summary of the case. This was for

11 patients. HDR jgnit was commissioned with a click-

fit A. The imstitution

applicator with a
tandem and ovoid.
longer than a cl
broke, so new plaz
The therapists we
tandem only. Thes
led to the use of
not just the tand

What wa
from ovoids wer

centimeters, lesg

received later Miami
rlick-fit B for all three catheters,
The click-fit B is ten centimeter
ick-fit A. One of the click-fit A
N was generated using a click-fit B.
e instructed to use click-fit B for
fle was a miscommunication and that
rlick-fit B for all three catheters,
em .

5 the result of such action? Those
3§ inferior

then designed by ten

goes to target and more goes to

normal tissue. Youyl can see a picture down below there.

You can see the
click-fit B, whi
slide, please.

Summary]

additional 57 pakients

investigating th
discovered and it

the very first ca

glick-fit A being shorter than the

dh is with the green marker. Next
of case number two. This 1is
that were involved. While

¢ previous event, additional was

led me back to the ‘‘time out’’ on

se. If that was done, perhaps these

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

77 patients would

The act]
133.5. For plann
length of tandem
132.1.
quick-connect par]

For pls
130 cm that was
been measured. So
addition to the
received treatmen
previous ten cent|
that means the do
anatomy-wise. Nex|

This 1is

users to evaluate

And the

tube. Next slide,
So, ths
just read you the
to receive your
with this
institution and

have prevented si

situation if

89
have not been affected by that.
al total meant for click-fit B was
this

ing purpose, is Jjust detail,

should be 133.5 minus 1.4, that's

What is that 1.4 cm? That accounts for the

t for the HDR unit.
nning, there's a default value of
used, versus 132 for one that has
the result is that the previous, in
previous 11 patients, actually
t at 2.1 cm further lower than the
imeters, which is about 12.1 cm. So
se is even lower, lower in terms of
t slide, please.
the case that was sent out to all
Next slide, please.

information regarding the error
please.
I'1ll

same thing here, basically.

bottom here is that, "We are eager
reply on how you would have dealt
it had occurred in your

hat you have in place that would

milar events." Next slide, please.

The summary of feedback is here for the
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user, oh, this i
promised in our

Brachyblast on Ju
the feedback corr]
we have collecte
physicians and 1
time,
a HDR procedure w|

has led to a medi

This is

90

§ what was sent to the users. "As
case 001, posted on brachytherapy
ly 31, 2018, we are eager to present
gective and preventive measures that
medical

d from several colleagues,

pdiation oncologists. At the same

it was a réeminder to reader this is a case of

lhere the use on an incorrect length
ral event." Next slide, please.

the summary, more or less, and it's

unfortunate that W can't see it very clear from here.

The feedback from

you said there was corrective action

and there was a pygventive. This is for the immediate,

that means short flerm, independent manual measurement

check to wverify

length. And you'll have to forgive me,

get my hard copy

treatment length matches planning
I'll have to

lhere. I can't read that either.

Okay. Holicy and procedures that required

the medical physijcist to be directly involved with

the treatment set
the plan, HDR equ

should be direc

brachytherapy team,

with all applica

using the non-p

lp when there are any alterations to
loment or treatment devices. So they
Hly involved in service for the
regarding the use of click-fit

Hors and the clinical impact when

lanned one. What could actually
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happen?
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The preyentive was when a different click-

fit than manufactjrer recommended click-fit is to be

used as a subBtitute

commissioning shdg

manufacturer-recommended length,

with measurement [

All mep

should be diy

with any applicator, a
hld Dbe performed in advance using
confirmed of course
vy the users.

Wers of the brachytherapy team

ectly informed regarding any

modification to tfhe use of device or treatment plan.

In addition, the
with photos of
planning should

verification and ([

some sort of a hap

verbal instructions, written ones

selected click-fit set wused for

be provided for treatment setup
elivery. That means they will have

rd copy to take for the setup.

The phyjgicist involved in the modification

of any treatment [
the patient setug
setup should be in
team.

When th
and use of brachy
performed and a mg
clarification and|

And lasf

lan should directly be involved in
prior to treatment. The resulting

dependently verified by a treatment

ere's any doubt about proper setup
therapy device, time out should be
nufacturer should be contacted for

recommendation prior to treatment.

, when having two different sets of
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click-fits, A ang B,

eliminate the wus@

total length when

set remains a variable,

cable of thorough

reference for tre

92

consider retiring one set to
of the wrong one. The resulting
connected to the selected click-fit
and one should consider a

length for all applicators as a

atment planning so they will have

the values in fromt of them by the treatment planning

and they will knoy

which total length should actually

be used. Next slide, please.

Long tg

rms. Manufacturers should consider

redesigning the gfterloader to measure in a dummy

sequence each tregtment length and stop treatment if

the measured valy
the planning 1leng
actually currentl]
released yet.

Manufact
number, the 1.4
measurement of th
connect for Varig
length.

Manufaci

treatment length

e is not within one millimeter of
th, and I know manufacturers are
y working on that. It has not been
urers should move the legacy magic
cm difference between the actual
e treatment length with a quick-
ource IX and the actual treatment
the default

urers should remove

from the BrachyVision TPS system.

The user should e forced to enter the length and

there should be

an authorization popup requiring
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initial or passw
measurements were
Click-ff1

that they have th

Manufacturers should

demonstration of
improper use in
specific example,
click-fit set wil]]

During

93

brd to proceed. This will ensure
actually performed.

t should be designed and sold such
e same length for all applicators.
provide illustration or
the possible ramification of
various click-fit sets. For this
demonstrate how using an incorrect
result in a medical event.

fraining. Emphasis should not only

be on how things Will work well, but also things can

lead to medical ey
of the education,
should provide
demonstration of
follow for proper

And lasf

the plan that will

for treatment setf

Parameters such ds patient name,

click-fit set, pl
and perhaps even g
could be taken

verifying what's

sure that everyth

ents. Reported event should be part

with demonstration. Manufacturers
detailed demonstration or
the procedure the staff should

treatment.

is treatment summary. Generated by
1l include all critical parameters
p and delivery will be very useful.
applicator model,
anning length, fraction and so on,

diagram of the setup itself. That
for setting up the patient and
in the treatment console to make
I think that would be

ing is good.
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very helpful. Nexf

This 1ig
encourage our reg
ideas to this emaf]
other preventive
not identify. Be
Brachyblast whereg

We already workin

Next slide, pleask.

These
please. I would ]
Debbie Gilley was
medical events,
graduate studentsg

are the names [

dre the acronym,

94

slide, please.

what was sent to the users. "We
ders to continue to submit their
1 address, as there might have been
and corrective actions that we did
sure to check out our next month's
we will present case number two."

g on case number two as we speak.

and last slide,

ike to acknowledge Dr. Howe, IAEA,

very helpful in providing us the

contribution to thhis project. Thank you.

CHATIRMAN
presentation, Mr.
the committee? I

are these cases g

Sarah Price and Panagiota, the

have done a wonderful job. These
f the wusers that made a huge
I PALESTRO: Thank vyou for vyour

Ouhib. Comments or questions from
have a question for you. How often

ent out? Is it on a monthly basis,

one case per month, or ---

MEMBER
send it on a month
month will providg

delay it. So we'lll

DUHIB: The intent right now is to
ly basis and that the, by the second

¢ the answers. We'd like to sort of

provide the solutions that we came
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up with,
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and in the meantime we send out the second

case so that way]| people can start working on case

number two.

CHAIRMAN PALESTRO: My second gquestion is,

do you have, I asgpume this is just starting up, but

do you have a way| of determining or will you have a

way of determining how many

participating in

individuals will be

this?

MEMBER |[OUHIB: Yes. We're tracking that,
actually, because| we asked them to write us their
names, their institution, their profession, medical

physicist, radiat

is actually optignal,

just simply, so w|

CHAIRMAN

comments or quest

questions from a

has a comment or

ilon oncologist. The institution name
they don't have to, they can
e're keeping that information.

PALESTRO:

Thank you. Any other

ijlons from the committee? Comments or

Htendees in the room? Comments or
questions from anyone on the phone lines? Dr. Ennis

question.

ENNIS: I just think it's great. It

MEMBER
will be really iy
is. It looks quit
how it plays out
guess the next th

particularly ones

cou
(202) 234-4433

teresting to see what the feedback
d valuable. I'd be interested to see
and 1f it really has an impact. I
ing would be maybe other societies,

involved with technical procedures,
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I'm thinking Y-90
some way.

MEMBER

96

maybe, might want to mimic this in

OUHIB: Yes, we actually, I had

personally approapghed the AAPM and we've been talking

about this, and t
hoping to sort g
we'll get ASTRO ai
mind, this is not
worldwide because
website also. So
seeing it in, Yy
hopefully will he

CHAIRMA]

MEMBER
receptive do you

short term and 19

vendors can help

here is an interest in that. We're
[ join forces and hopefully maybe
nd ISTRO, who knows? Because keep in
just going to the US, this is going
the TIAEA will put this on their
Hhere are people who are going to be
pu name 1it, so this information
1lp a lot of people.
N PALESTRO: Dr. Suh?
SUH: Excellent presentation. How
feel the vendors will be with your
mg term action plans? Obviously the

out a lot. We had heard from Mike

O'Hara that softwdre failure being reached in therapy

treatments.
MEMBER
receptive, let
willing to assist]
we're looking fot

for instance, 1

presentation for

OUHIB: They have been very

e just tell vyou this. They were
us and provide us information that
. I can tell for case number two,
the vendor has already done a

us on the case itself and said,
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here's actually
talk to them some
I think
this will only
Because we're her
on, here's what wg
you could do to ¢
have

might some

whatnot, but thil
everybody for oneg
patient safety. Ng

It is q
bad, it is not by
a physicist or a rf
even touch those n
itself. How did {
What can we do tg
inform somebody e
the best way to dq

So we'rg
go to all website,
organizations and
know how we're gg@

eventually these g

their lives and wg

help the manufacturer,

97

hat took place, and we intend to
more.

at least from my point of view,
basically.
e to say okay, here's what's going
t think happened, what do you think
revent this or whatever? And they
recommendations or

suggestion,

s 1is helping everybody. Really,

and only one cause, improving the
thing more, nothing less.
ot by making a manufacturer look
making an institution look bad, or
diation oncologist because we don't
pmes at all. We focus on the process
t happen and can we prevent this?
avoid such error, and how can we
lse from not doing it, and what's
this?
t hoping that this information will
hopefully, and then people, medical
people will learn from them. I don't
ing to keep up with this, because

yjraduate students will move on with

> have to figure out a way.
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But let
that we also hopif
manufacturers and
and then that we
are all the solutf]
your thoughts? An
is good but guess

here's why, and sq

98

me just tell you another thing, is
g to capture experts for different
identify them like the expert team,
ve'll go to them and say okay, here
ons that we have gathered. What are
1 they might say, well, yeah, this

what? This isn't going to work and

on, SO on.

So we dpn't just make a decision and put

that information t
and see what they
that and then prof
CHAIRMAN
questions? Again,
we are ready to
are there any 19
before we recess?
MR. BOLl
CHAIRMAN
reconvene at 2:45
(Whereuy
off the
2:45 p.f
CHAIRMAN

and we're going {

here. We run it by all these experts
think, and then we finally tabulate
ride it to users.
i PALESTRO: Any other comments,
thank you, Mr. Ouhib. At this point
o into break unless, Mr. Bullock,

bse ends that need to be tied up

LOCK: No.

{ PALESTRO: All right then, we will
Thank you.

on the above-entitled matter went
record at 2:03 p.m. and resumed at

n.)

I PALESTRO:

All right. 1It's 2:45,

O resume. The first presentation
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will be given I
"Training and E¥
Update of the Sub

VICE C
Palestro. I'm D
report on the Sub
for All Modaliti
members of my sub
Michael Sheetz, M
Laura Weil.

Now,
Subcommittee, or
standardized appq
They completed th
a concern was rai
35.300 and specif
for review.

During
public teleconfern
was raised by t
potential for fut
this resulted in {
the first being
dotatate which hg

indications and,

99

y Dr. Metter, and it's entitled

perience for All Modalities: The
rommittee." Dr. Metter?
HATIRMAN METTER: Thank vyou, Dr.
hrlene Metter, and I'm giving the
fommittee on Training and Experience
es . Now, I'd 1like to thank the
rommittee: Dr. Philip Alderson, Mr.

egan Shober, Dr. John Suh, and Ms.

the Training and Experience
the T&E Subcommittee, created a
bach and template for T&E review.
H review of 10 CFR 35.100. However,
so 10 CFR

sed about patient access,

ically 10 CFR 35.390 was expedited

our March 2018 ACMUI conference,
¢nce, there was a new concern that
e subcommittee and that was the
lre shortages of AU for therapy, and
wo recent developments at the time,
the FDA approval for 177 Lutetium
5 a wide broad-spectrum of therapy

thus, may increase the therapeutic
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procedures; and, [

decrease of the n

100

wumber two, there was a concern for

mber of candidates sitting for the

initial Americal

certification exapm.

So the |]
idea of potentig
concurrent decreg
potential futury
recommendation at
alternate authorif

So what
you know,
10 CFR Part 35,
staff to investig

authorized usef

radiopharmaceuticf

in Augujgt of 2017,

L Board of Nuclear Medicine

=

[&FE Subcommittee's concern with the

1l increase 1in procedures with a

ase in authorized wuser had a

their

D

AU shortage. So

this time was to reconsider an
ed user pathway for therapy.

is the current status? Well, as
there was a revision of
and the Commission tasked the NRC
ate the feasibility of a limited
r pathway specifically for

1 therapy. The Commission

requested that thlere be an update every six months

with the first rep
2018.
So what

pathway? Well

to have a
categories of

how were we

with these

ort to be given this past August in

were the tasks for a limited AU
1, the first one was is it feasible
limited AU pathway for certain
radiopharmaceuticals? And if so,
to develop these categories? And
would be the

categories, what

NEAL R. GROSS

COUR

T REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.

(202) 234-4433

WASHINGTON, D.C. 20005-3701

(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

appropriate
requirements|]
how could

knowledge an
be used in 3
would this X
and experien

such as an ep

101

training and experience
And lastly and very importantly,
you assess competency that the
i skills obtained would be able to
competent fashion on patients and
e based on the number of training

re hours or by an objective measure

ramination?

So the
feasibility of a
training and €]

competency. And

NRC staff started to assess the

limited AU pathway with tailored
documentation of

kxperience and

at this point in time, they are

continuing their [proad stakeholder input.

Next sl
developed a draff
needed for an auf
started with 10 CH
input.

As I nf
incorporated, it
topics of 10 CFR 3
could potentialll

radiopharmaceuticq

for therapy witlh potential

knowledge topics,

ide. So the staff, NRC staff
of the potential knowledge topics
horized user for therapy, and they

R 35.390 and there was subcommittee

entioned, the proposed curriculum

started off with the knowledge

5.390 as a starting point, and these
y be tailored to the specific
1 that was going to be looked at
need for additional

depending on what the agent was.
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Next g
constraints, thg
outreach which wa

So what
stakeholder respo
that there needs
radiopharmaceutic
administer radioj
much the majority]

How to
many
independent appli
was also very var

Next sl
concerns, and somg
a radiopharmaceut]
experience requir
how many hours wouy
and experience?
competency? Wer]
perhaps by the me
boards, or was a
perhaps maybe the
that would need t

Next sl

varied regponses. How to

102

lide. However, due to time

re was an initial stakeholder
$ limited.
were the results? With the initial
rise, pretty much the majority agreed
to be a fundamental and specific
al knowledge in 10 CFR 390 to safely
pharmaceuticals. That was pretty
of stakeholder input.
pbtain this knowledge? There were
evaluate the
ration of this knowledge, and this
ied in the responses obtained.
ide. There were many stakeholder
ol of these included how to categorize
lcal. How were these training and
gments going to be administered, and
1d it take to have adequate training
And, lastly, how to assess
e they going to develop an exam,
flical community or medical specialty
preceptor attestation needed, and
re may be new certification boards

0 be created.

iide. The NRC staff conclusion after
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this initial stak
that it may be fedq

for certain ra

training and ex

assessment of the
the ACMUI subcomn
with the broadest
the potential 1lim

needed to define

What were going
experience requ
assessment for ki

need to be very c
The sul
need collaborati

developing compet

103

fholder input came to the conclusion
sible to develop a limited AU status
tailored

diopharmaceuticals with

perience and a competency-based
knowledge and skills obtained. So
ittee reviewed this, and we agreed
stakeholder outreach was needed for
ilted AU status. And with this, they
the radiopharmaceutical categories.
to be the 1limited training and
| rements? And the competency
nowledge and skills obtained would
arefully looked at.

Ncommittee review agreed that you
gn with the medical

community in

ency-based assessment tools and that

the subcommittee @dlso warned that minimizing training

and experience m
public safety.

Next sl
at the issue of 4
and said that
underestimation 9

According to

approximately 90

ay Jjeopardize patient, staff, and

ide. The subcommittee also looked

n AU shortage, and it looked at it

the initial, there was initial

[ available AUs for 10 CFR 35.390.

Hhe ACGME website, there are

potential authorized wusers in
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redesigned Americ
America Board

Radiology has abo
in time with 4

graduating every

thousand authoriz

Next slide.

that the feasibil
the number of aut

training, should
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oncology,
e, nuclear radiology and the
an Board of Radiology pathway. The
nf Osteopathic, for Osteopathic
Ht 150 to 200 trainees at this point
bout 30 to 40 authorized wusers
year. So you're looking at over a
ed users in training.

So the subcommittee reviewed
ilty of an alternate pathway, despite
lhorized users that are currently in

still be explored. There was a

concern about egtimating the number of hours of

training and exp

drience required, and the training

and experience requirements should be based on the

necessary knowledge and skills and not on hours and,

therefore,
Next
recommended that
user pathways to
access,
scope of practice
be inclusive. It
of radiation phy

instrumentation a

and cledrly define

should||be based on competency.

slide. So the subcommittee
we review the existing authorized
maintain safety, maximize patient
the authorized users'

The training and experience must
must have a comprehensive coverage
radiation

Hics, radiation biology,

ld mathematics, radiation protection
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and safety, pﬂtient release, and

regulations at
information on 1
competency must
only initial ass
competency, and
stakeholder input]
So '
recommendations?
monitor potential
include geographi
as part of the mo
Next sl
subcommittee is t
the stakeholder
feasibility of a
Next s
work. We plan to

plans to propose

experience requir

reassessment.

Next sl

at the training #and experience.

requirements? W

acquisition and
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applicable

Hhe federal and state 1level and

fledical events. Authorized wuser
bbe determined objectively for not
dssment but ongoing maintenance of
We strongly agreed that a greater
is needed.

subcommittee

vhat are the

Recommend the NRC staff should
AU shortage for 10 CFR 35.300 to
¢ data and perhaps practice patterns
mitoring process.

ide. So the current plans for the
o work with the NRC staff to expand
outreach and to explore the
limited AU pathway or pathways.
lide. The subcommittee's future
work with the NRC staff if the NRC
rhanges to the current training and
ements as a result of this broad
ide. Future work. We need to look
What are the core

hat is going to be the adequate

application of the knowledge and
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appropriate
@l use and administration of the
gl while ensuring patient,

staff,

Ty? The subcommittee plans to

with the NRC staff to determine how

best to assess competency.

And the

you.

CHAIRMAN PALESTRO:

Members of the

questions? Memb

e are the acronyms we used. Thank

Thank you, Dr. Metter.

subcommittee have any comments,

i

#rs of the ACMUI, any comments or

questions? Dr. Dilsizian?

MEMBER

presentation. S

DILSIZIAN: A very nice

3 I'm thinking about this, and it

seems to me that ypu've all agreed, the subcommittee,

that an alternate| pathway is a reasonable thing to

do. So,

there's enough phyysicians out there,

radiation oncologlists,

is really not the

therefqgre,

the whole training of whether
radiologists or
nuclear medicine physicians,

issue. You've kind of accepted the

philosophy in sevgral slides that it's reasonable to

explore an alte
beginning?

that's the --

VICE C

ynate pathway. Is that a fair

Becauge then I would like to continue if

AIRMAN METTER: Okay. So first of
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all,

not, I mean, thay
in the future.

still thought tha

the feasibility
pathway, which is
MEMBER

where we're going
in several place

competency to adn

as far as thu question of AU shortage,

4

L

1
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there is
we'd foresee as a shortage now or
Aind as far as the feasibility, we
t perhaps we should still look at
of a limited authorized wuser
looking at the feasibility of it.

DILSIZIAN: Exactly. So if that's
to start, the next question is that,
and

5, we're talking about hours

inister this safely, the words are

safely, and that
alone but plus so
the way I'm seei
whoever it's goin
pathway, I don't
requirements of {
biology, radiatig
there.

I think]

is that do those

700 hours or lesg

asking us is to
500 or 400? I dog
of give a crash ¢

patients. I thin

N

it

1

bl

i

I

cou
(202) 234-4433

we shouldn't be limited on hours
he type of an examination. I think
i,g this is that the oncologist or
to be going through this alternate
hink they've asked us to change the
he training. The whole radiation
n physics, all of those things are
the question that's always come up
educational pathways translate to
? And all that they're, I think,
ay please define is it 600, is it
L't think they're asking us to kind

purse so that they be less safe to

¢ that we should be respectful that
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these are physic
degrees, three vy
oncology. I d
irresponsible phj
simply saying pl
number of hours,
should be 80.
hours.

So from
at this and say

curriculum becaus

we came to that
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ilans that have had medical school

gars for medicine, three years of
on't think they're going to be
sicians, shall we say. They're

rase define what 1is a reasonable
and they're not even saying that it
They're simply saying define the
my perspective, I'm simply looking
ing why don't we Jjust take the
e nobody has defined 700 hours, how

mber, but in a reasonable way come

up what is the nu
missing something
VICE CH]
looking at that
knowledge, like y
And then we're lo
about. But it's
line is going to
skills that you 1
to assess compet
hours, which is Y
of assessment.
MEMBER

cou
(202) 234-4433

mber and simply provide that. Am I

AIRMAN METTER: The subcommittee is

you know, as far as the core

hou said, that has to be obtained.

bking at that other issue you spoke

very difficult. Again, the bottom

be, with that basic knowledge and

red for therapy, how are you going

gncy? It's going to be based on

rery difficult, versus another type

DILSIZIAN: In general, the way we
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ompetency is the number of years of

training as a cdrdiologist or as a surgeon or a

radiation oncold
certification. W
we always do? Gi
for the trainees
competency test 1f
should be that cg
or the other. I f

CHAIRMAN
comment. In poinf

looking and seekin

pathway were quit

gist and then vyou pass board
hy don't we just simply apply what
ve certain number of minimum hours
o be educated and then give them a
ke we always do? I don't think it
mplicated. I don't think it's one
hink it should be both.

i PALESTRO: Dr.

Dilsizian, just to

of fact, the stakeholders who are

g the so-called limited alternative

e clear about the number of hours

and they suggested that 80 hours was more than
sufficient. So there was an hour issue.

Any other comments or gquestions? Mr.
Green?

MEMBER ||GREEN: I appreciate the very

thorough review g
beginning of the p
I'm excited by
shouldn't have saj

MEMBER
in a federal facifl

MEMBER

f the proposal and it's just the
rocess to, you know, figure it out.
drugs.

I'm a drug dealer. I

d that, huh?

ENNIS: Unusual to acknowledge it
ity.
GREEN : I'm licensed. I have a

NEAL R. GROSS

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

license to sell di
in your presenta
April, the FDA ha
iobenguane. Azed
another therapeut
it's going to go
armamentarium of
there will be mor
CHAIRMA|
MEMBER
careful about, vy
along the line to
of treatment, in
separate them com
I thin
education, it's ol
wouldn't say wors
look back,
I used to spend t
my master's degre
get that anymore.
to go and do a re
program to actual

the board to actud

out there in the

as a mgdical physicist looking back,
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ugs. But Lutetium 177 was remarked

tion. Since our last meeting in
s approved a new therapeutic I-131,
ra 1is the brand name. So we have
ic 35.300 drug. I don't know if
rtrazy, but it's another drug in the
physicians to treat patients, and
e following those footsteps.

N PALESTRO: Mr. Ouhib?
QUHIB: Yes. I think we need to be
pu know, new procedures are coming
justify or to jeopardize the safety
my opinion. I think we need to
mletely.

k when vyou go to training and
1ly getting, I would say, better. I
e. It's getting better. I mean, I
that
wo years or whatever and I can get
e and I can jump and -- you can't
You get your degree and you have
sidency program. That's a two-year
lly be qualified and, of course, pass
L1y be a qualified medical physicist
field.
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So I t
almost like, you
Is it enough? Yo
I'm not looking o1
higher side prob
attention to that

CHAIRMA|
Dr. Ennis?

MEMBER
here. I think
defining a curric
response and way
translate into s
but potentially
genuinely do thi
But I do think w
define a real cur]

But I
There's no doub
knowledge, and ar
have to require sd
know, three case
common kind of, 11
to have a specifi

enough. You're n

cou
(202) 234-4433
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hink we need to be careful. I'm
know, is 700 hours enough really?
i1 know, I'm thinking the other side.
1 the lower side, I'm looking on the
Hdbly . So I think we need to pay

N PALESTRO: Any other comments?

ENNIS: Just echoing the things

thinking about competencies and
1lum, you know, is a very reasonable
to move forward. I doubt that will
omething that's easily achievable,
h specialist who really wants to
H and become their niche?

Maybe.

g're being asked to kind of really

riculum.
want to echo what Zoubir said.
H it's not enough to have book

ny alternative pathway is going to
me significant apprenticeship. You
8§, let's say, which is kind of a
ke, thing in some of the regulations
¢ new authorization,

is clearly not

ever going to see all the mistakes,
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all the errors, a4

have to think ab
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11 the problems. So we're going to

out that aspect, but I think that

that's going to BHe a crucial element to this, some
substantial apprepticeship.

CHAIRMAN PALESTRO: Other comments,
questions, from tlhe committee? Dr. Suh?

MEMBER [UH: So first of all, thanks, Dr.
Metter, for that jgxcellent presentation. So this is

a question of what's going to be considered safe,

also by quality,
the patients,

stakeholders kin
terms of what qu

hours.

I guess

terms of the minfimum amount,

that the

knowledge of radiation biology,

minimur

protecting the public, protecting

stcetera. And, obviously, the

§ of have different interests in

Hlifies for a sufficient number of

my commentary would be that, in
I think we all agree
should

amount include all the

physics etcetera.

And then the big question becomes how much experience

does one need?
What I
a radiation onc

treatment day-in

would advocate for is the fact that

Nlogist 1lives and breathes x-ray

and day-out, a nuclear medicine

physician lives 3gnd breathes x-ray treatment day-in

and day-out, I think there is a particular value to
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that when you'r¢g
would be that if
oncologist whose
surgery, medical

going to have ths

would glean from g
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delivering therapy. My concern

you have a urologist or a medical

primary instrument, urology is
bncology is chemotherapy, are they
same insight, knowledge, that one

four or five-year residency program

compared to someome who has a, I'll just use a number,

400 hours' worth wf experience?

think that -- and
to really think 3
we do decide to m

become worse, the

I don't know, and I
then I would just ask the committee
bout that long and hard because if

hke a change and quality and safety

l we're going to kick ourselves, you

know, we did the Wrong thing.

So I wo

that in terms of i

11d just ask everyone to think about

f we do make the change, and, again,

maybe there's a n
is that going to
very different th
very -- and that
eight years I've
and diagnostics i
asked to make son
limited scope?

that moving forwal

CHAIRMA|

mber that we can come up with, but
be the right number? Therapy 1is
an diagnostics, and I think that's
s been said multiple times in the
been on this committee is therapy
H very different, and now we've been
e comments about can we change the
[ would just be very careful about
rd .

N PALESTRO: Dr. Suh, question for
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you. Are you su
assuming there

individuals who g

to have more cl

administration th
deemed board path
MEMBER
I'm not saying I
think the fact th
and knows what's

takes it as secon

114

jgesting that perhaps individuals,

ere a limited AU pathway, that
b down that path would be required
inical experience in therapeutic
an someone who's gone through the
vay?

BUH: That may be one implication.
m right or wrong about that, but I
lat someone grows up with radiation

involved with it versus someone who

hand -- and I'm not saying anything

negative about what other specialists can do.

that's just a cond
I'm completely ag
just mentioning f{
about as a subcon
well, moving forw

CHAIRMA|
that it was negaf
think if there's
in other areas of
don't remember th
first exploded on
nuclear medicin

societies, tried

Again,
ern I'm bringing up. I'm not saying
hinst an alternative pathway. I'm
his is something we need to think
mittee and also as a committee, as
ard.

N PALESTRO: No, I wasn't suggesting
Hive. Going through in my mind to
B parallel or analogous occurrence
medicine. And I apologize that I
e numbers exactly, but when PET-CT
Ho the scene, the various societies,
e societies, the

radiological

Ho put together or did, in fact, put
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together white [
experience that wyg
an individual td
studies. And if []
knows different pll

correctly, there
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apers describing the amount of
uld be required or recommended for

be proficient at reading these
remember correctly, and if anyone
ease correct me, but, if I remember

were a substantially larger number

of studies that sfpould have been read by the nuclear

physician, non-rg
order to gain pr
imaging comparabl]]

have.

So ther

diologist nuclear physician, in

roficiency in the cross-sectional

e to what the radiologist would

2 was a discrepancy or discordance

in a number of cages with a logical explanation. So

if, in fact, that
as a possibility,

CHAIRMAN
questions?

VICE CH
Metter again, and
Suh. The commity
clinical aspect X
are coming up in
they have multipl
involved, a lot of

you have to be c3

5 what you are suggesting or raising
I think there's precedent for that.
Other

I PALESTRO: comments or

AIRMAN METTER: This 1is Darlene
thank you for your comments, Dr.
ce 1s looking into the idea of the
ecause with a list of agents that
he pathway, as far as for therapy,
e complex entities that need to be
teamwork, a lot of different things

reful about. And so the committee
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is looking at that
experience, too.
CHAIRMA|
MEMBER
one of the radiati
scope alternatiwv
administration.
administered with
a radiation onco
staff,

support

medical physicisg

RSOs. And so it
administrations.
With th

are interested i
practice with thg
not sure how they
that normally af
technologist or
health physicist.
And so
that would be acc
brushing the
radioactive drug

receipt,

the essday,
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and is concerned about the clinical
N PALESTRO: Mr. Sheetz?
SHEETZ : I just wanted to express
bn safety concerns with this limited
8§ pathway for radiopharmaceutical
Currently, they're being
in a nuclear medicine department or
and there's other

llogy department,

nuclear medicine technologists,

5, medical health physicists, even
's really a team approach on these
Everybody has their role.

e current medical specialties that
1 doing this, they don't normally
pse other specialties. And so I'm
would accomplish a lot of the duties

e delegated from the AU to the

Ho a medical physicist or medical

Hhere's just an unknown there on how
pmplished. It's not just, you know,
plunger and administering the
It's the whole thing from the

setting up the administration,
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responding to spi
it's a much bi
administration of
CHAIRMA|
MEMBER
Mr. Sheetz has b
group

covers S

treatments, and i
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lls potentially, and so forth. So
gger picture than Jjust a quick
a unit dose.

N PALESTRO: Dr. Martin?

ARTIN: I would just reiterate what
een saying. We cover, my physics
fveral hospitals that do these

m every one of them it involves the

physicist being thiere, as well as the nuclear medicine

technologist bein
has to be in plac

I haver
obv i

the details,

read 1is the prop

working with the gltaff.

physician wantin

smaller communit
staff, and I wou
very well be a hs

not going to be t

find it absolut
medicine's techry
involved.
CHAIRMA]
MEMBER
cou

(202) 234-4433

g there, and all of that staff work

e .
't read them and I don't know all

busly, being new. But what I have

wsals I don't hear being made for
I hear, like, an independent

4 to provide these services in

hospitals without that support

lld just reiterate I think it could
zard because that support staff is

here. And from what I've seen, we

81y crucial to have the nuclear

iIplogy staff and the physicist

N PALESTRO: Mr. Ouhib?

QUHIB: Yes. And I think the other
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item that we shoMld not forget is it is not just a
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matter of doing dn injection or anything like that.

There's a patient

that have had rddioactive material.

critical componen

so on and so fort

CHAIRMAN PALESTRO:

MEMBER
know, at a site o

talking about ev

management after that for patients
It's another
H that require another education and
.

Any other comments?
DILSIZIAN: Just was wondering, you
f nuclear medicine, you know, we're

gn radiation oncologists, thinking

about that, given||that the therapy choices are going

to be increasing,

we may have, an

therapy.

So woul
again, I'm not sg
that if you are
having,

again, three vyears of

that, even within our training that

pdditional year just dedicated for

d the subcommittee consider then --
ying to do 80 hours. Just consider

coming in as an oncologist with

internal medicine,

three years of ongology experience of managing sick

patients, what

iif they would 1like to have the

alternate pathway| to be one year of fellowship in

therapy? Would
It's not

spending a year

shortening the pathway.

you, as a committee, consider it?

It's actually

learning and they want to be good

citizens treating||their patients.
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So I'm

alternate pathway||is,

if you accepted t
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just trying to understand what the
which is why I started saying
lhat then you have to define what is
pathway.

NIRMAN METTER:

that alternative
VICE C
comments. This

alternate pathway|| already.

the 200 hours of k|
and the 500 of c
pathway. So as

this already exis

I think

as far as I knoy,

regards to patie
know, that sort o

what?

It's the what if.

Thank you for your

is Darlene Metter. There 1is an
It's the 700 hours with
mowledge in didactics and laboratory
linical. So that is the alternate
flar as what you're saying, I think
trs.

the other thing, too, is, you know,
issues have been brought up in
nt-ready doses and you don't, you
f issues.

But the thing is that is

What if this happened? You

really have to hdve the ability to handle the what

ifs,

and that's why I think it's very important to

have the knowledgg and the skills and the experience

to handle these.
more complicated,

I'd be a 1little

These therapies are going to get
so, at this point in time, you know,

bit concerned in shortening the

clinical experience because of the other entities

that are coming

number .

up the pathway, which are a fair
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CHATIRMAN
questions, from th

from the attendeef

MS. TOMILINSON :

Tomlinson with AS[]
NRC staff, thank [

statement on behall

I'm resfy
"Staff Evaluatig
Requirements

Radiopharmaceuticf
past, in past stg
oppose any reduct
requirements foung
that the requirg
appropriate, prot
public, and practi

Radiophg

in treating cance

120
I PALESTRO: Any other comments,

e committee? Comments or questions
Good afternoon. I'm Cindy
[RO. So, Chairman Palestro, ACMUI,

rou for allowing me to provide this

f of ASTRO.

onding to the staff paper entitled
n of Training and Experience
for Administering

1ls." As we've commented in the

tements to the ACMUI, we strongly
ion in the training and experience
in 10 CFR 35.390. ASTRO believes

ments found in this section are

ect the safety of patients, the
tioners, and should not be changed.

rmaceuticals are highly effective

r with possible harmful effects to

both the patient @#nd the public if not used correctly

and under the
physician. We arfg
staff determined {
hours of classrg

prescribed under [t

supervision of a highly-trained
pleased that in its report the NRC
hat the current requirements of 200

om and laboratory training hours

he alternate pathway is reasonable
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to acquire the fupdamental knowledge that an AU would

need to administe

However|
the number of h
experience requ
radiopharmaceutic
complexity for bo
agreement states
concerned that

approved for use

categories the NR

regulations to ificlude these new agents,

that could take
access to
radiopharmaceutic

The rig
the excellent saf
We Dbelieve that
administering
appropriately tra
risks, and the
radiation.

We cont
comprehensive rev
reasonable. Ad

cou
(202) 234-4433

r any radiopharmaceutical.
we are concerned that tailoring
of work

durs to work experience,

ired based on categories of

@dls will lead to confusion and
fh licensees, as well as the NRC and
We are concerned, we are also
if new radiopharmaceuticals are
that do not fit into one of these
1 will have to promulgate additional
a process
Hime to finalize, delaying patient
potentially life-saving
als.

grous T&E requirements contribute to
ety record of radiopharmaceuticals.
it 1is important that the person
the radiopharmaceutical is
ined in the safe handling, exposure
management of side effects of
inue to believe that a thorough and
lew of current T&E requirements is
ditionally, we

fully support a
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thorough examinat
practice patterng
and 35.390, as w
input.

As we'vV
the American Bo
between 2007 and
oncologists were
eligibility desi
addition, we est
2200 radiation d
States. Togethe
AUs,

in residency pro

AUs nationwide,

administer radio
changing the
comprehensive il

unintended harm
public.

We looK
ACMUI and the NR(
and review. And
to staff.

CHAIRMA|

the 773 radi
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ion of geographic distribution and
of current AUs under both 35.300

#ll as seeking greater stakeholder

e mentioned in previous statements,

kard of Radiology estimates that
2017 approximately 650 radiation
certified by the ABR with an AU
jnation and may become AUs. In
imate that there are approximately
ncology facilities in the United
r with current radiation oncology
ation oncology residents currently
grams and nuclear medicine-trained

there are 1likely enough AUs to

pharmaceutical. We caution that
murrent requirements without a
hvestigation could result in
to patients, personnel, and the

forward to working with both the
as you continue your deliberation
I will submit these written comments
N PALESTRO:

Thank you. Any other
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comments from attundees?

DR. GHE
Can you hear me?
CHAIRMA|

comments at the

room, so we will
DR. GHE
DR. RAZ

of NRC and ACMUI.
senior resident i
year of training 4
I'm also the recipg
of Government R
Medicine and Mol
behalf of myself
nuclear medicine
medicine and radi
medicine residg
organization.

I am a4
Vienna, and I'm tn
in addition to n
inspired by the ¢
in patient care.

nuclear medicine
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$ANI: Yes. This is Munir Ghesani?
Hello?

N PALESTRO: Yes, we're taking
moment from attendees here in the

Jjust hold on for a few minutes.

SANI: Okay.
MARIA: Hi, Mr. Chairman, members
My name is Aria Razmaria. I'm a

n nuclear medicine and in my final
L UCLA Medical Center in California.
ient of the Robert Henkin Fellowship
dlations with Society of Nuclear
ecular Imaging. I speak here on
and also on behalf of trainees in
and combined programs in nuclear
nlogy as a board member of a nuclear
It organization and fellows
graduate of a medical school in
hined in family medicine and urology
uclear medicine. I came to U.S.
rutting-edge science and excellence
However, what we are witnessing in
is that U.S.

in U.S. is falling
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behind at the glon
in Europe and Au
the field of n
diagnostics, are

vast majority
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nl level behind many other countries

Htralia. Many new advancements in
wclear medicine, for example in
coming from outside the U.S. The

of research published in U.S.

scientific journalls are from countries other than

U.s.

In many

the Atlantic t

instances, patients travel across

H receive life-saving or 1life-

prolonging therapeutics which are not available in

U.S. This is des

was invented and
Losing

these problems.

of the game are Db

pite the fact that nuclear medicine
first developed in U.S.

Hraining requirements will not solve
The reason these countries are ahead

gcause of a clearly-defined pathway

to nuclear medicine and the scope of practice. We

in the U.S.
nuclear medicine

eager to push the

are i1n dear need of dedicated people in

who are thoroughly trained and are

field of nuclear medicine forward,

not people that practice nuclear medicine as a side

trade.
We, asg
medicine radiolog

to face this ch

country. We oppose any

nuclear medicine and nuclear

¥ trainees, are ready and determined
in this

Hllenge and this calling

attempts of minimizing
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training or pathw
medicine

alternate user

concerns of shorflage of workforce.
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ays to nuclear practice of nuclear

on limilted authorized wuser pathways or

pathways based off hypothetical

This would be

similar to equatfing a specialty training of three

years to 700 hoursg
of training or le

We woull

, which is not more than four months
$S .

i dare to ask if any of our loved

ones would be need| of receiving radiopharmaceuticals.

We rather would cpnsult with an expert who has three

years of training

Even in
Part 35 pertairp
sources, we see a
rightfully and ap
in radiation onco
standards
whereas these ag
body.

Regular]
infringe upon aut
in contradiction
medicine. In
specialization,

training and

versus four months of training.

Code of Federal Regulations, 10 CFR
ing to administering of sealed
3 requirement three years and that's

propriately three years of training

llogy. Why are we applying different

in ternps of wusage of unsealed sources,

gnts are distributed to the whole

considerations of this scope
gnomy of medical specialties and are

to evidence-based practice of

an era of increasing sub-
diminishing sub-specialization
experience requirements appears
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irrational.

In thi
guideline recomm
Energy Agency as
meeting in Vienng
a standard inter:
years of training
300 or 100 therap

As nuc]
radiology train
concentration as
medicine as a vial
as a new generat
and, above all, erx
our patients.

During
relations, I have
FDA, the Capitol
organizations.
groundbreaking
medicine and molg
and the readiness
guidance to take

regulatory proces

of legislation,
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5 regard, we point to recent

gndations by International Atomic
put forward in the most recent
in June of 2018 which requires as
national requirement three to four
in nuclear medicine, 3,000 cases of
les that have been administered.

ear medicine and nuclear medicine
ees, we see this regulatory
undermining existence of nuclear
le specialty in the U.S., our future
lon of nuclear medicine physicians
ndangering highest level of care for
my fellowship in government
wvisited institutions like NIH, NCI,
and I met with patient advocates
[['ve learned about fascinating new
Hesearch  pertaining to nuclear
dcular imaging at a national level
of institutions like FDA to provide
these new discoveries through the
5. I've learned about the support

representatives, and alliance of
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patient advocates
Nuclear
about shipping on
injected or a pil
of targeted 3
radionuclide  thg
calculations of
evaluation of if
dosimetry calculg
requires in-depth
the new novel tre
Thank vy
CHAIRMA]
comments from att
MR. GUA
I don't have any
notes. I thought
to consider.
I'm Mig
Director of th
Radiopharmaceutic
CORAR does suppor
hours. We were 3

the limited outre

few minutes ago.
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medicine and nuclear imaging is not
g unit dose across the country to be

1 to be swallowed, rather a new age

md individualized paradigm in

srapies with exact personalized

radiopharmaceutical therapy with

ndication, sequence of therapies,

rion, follow-up of treatment which
understanding, and intricacies of
gtments.

ou for your attention.

N PALESTRO: Thank you. Any other
gndees in the room?

\STELLA : Thank you, Dr. Palestro.

written comments. I did make some

I'd just offer them for the ACMUI
hael Guastella. I'm the Executive
§ Council on Radionuclides and
@ls. And as many of you may know,
T an alternative to the current 700

ctually one of the stakeholders in

ich that Dr. Metter had mentioned a

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

And we
did provide an ov
hour program for]
we kind of

that,

the limited role

are provided from nuclear pharmacies. Dr.

you had actually
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did, to your point, Dr. Palestro,

drview and kind of scoped out an 80-
AU certification.

And in doing

had several considerations. One,

in handling patient-ready doses that

Metter,

mentioned that as one of the things

that had been conjgidered and have been commented on.

The safety prof

Iles of the radiopharmaceuticals,

mostly that thesq| alpha and beta emitters that are,

if not already a
and, important
physician experie

in handling chem

agents.

And wglve had

presented to the

I think one thing

pproved, certainly in the pipeline

ly we certainly believe 1is the
nce for like a hem-onc, for example,
dtherapy drugs, toxic chemotherapy
conversations and have

ACMUI over the last several years.

to consider, and I'm very sensitive

to the safety issyps that have been raised by a number

of you here today||in this meeting, but prior to 2005

there were some
were grandfather

presentations mad

the consideration

helpful to go ba

med-oncs, chem-oncs, that actually

gd in, and we had a couple of

e a few years back. And as part of
and the evaluation, it might be

dk and see how those professionals
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are doing
patients, if the

medicine departms

that question todgy, but I think,

comprehensive as

relaflive to
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administering to their
vy are depending on local nuclear
nts, for example. I can't answer
in trying to be as

possible in your evaluation, these

are the types of {

So I ap

CHAIRMA]
comments, questidg
Comments, questid
lines?

DR. GHE
Munir Ghesani. C

CHAIRMA|
you.

hings that you may want to consider.
preciate your time. Thank you.

N PALESTRO: Thank you. Any other
ns, from anybody here in the room?

ns, from anyone on the telephone

SANT : Hi, Dr. Palestro. This is
an you hear me?
N PALESTRO: Yes, we can. Thank

DR. GH

I'm a physician f
radiology and ni
speaking on Dbeh

Committee and the

SANT : Okay. So good afternoon.

rom NYU and board certified in both
llIclear medicine.

And today I'm

alf of the Government Relation

SNMMI in general. And we in SNMMI,

along with the American College of Nuclear Medicine

and the American
you've heard alre
formed an ad hoc

recommendations

Society of Radiation Oncology --
ady from Cindy Tomlinson -- we have
committee to offer the collective

Hor the potential wupdates to the
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Nuclear Regulatorly Commission's requirements.

We iden

skills needed by

rified some clinical knowledge and

individuals seeking authorized user

status with the allternate pathway, and, as Dr. Metter

already described
with the 700 hour

With re
in the initial det
opinion that the
below will en|
radionuclide ther
important for saf
not be minimized.

The us
therapeutic appli]
medical and safet
for the patients
large. As such,
maintain this
experience.

We hear
some of these traj
several years. §

the safety, why

requirement and

there's already one in existence
gards to the training and experience
Hermination of competency, it is our
mastery of the curriculum listed
sure high-quality practice of
apy. This didactic instruction is
§ and effective therapies and should
e of unsealed sources for the
rations 1is complex and has serious

risks associated with it, not only

but also their family and public at

we feel that it is important to
high quality of training and
d a few comments about how stringent

Ining requirements are, spanning for
o if we know that that has ensured
risk

take a in minimizing the

Have the aftermath of some of the
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complications?
Now, 1
mentioned about
experience of t}
oncologists, but
it may be a smal
scenario at thg
therapeutic radigq
now were not in e
that, on one hand

data, but I woul
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ny colleague, Michael Razmaria,

the possibility of exploring the
e previous grandfathered medical
[ would caution that, on that end,
I sample and it was in a different
L time. Some of the complex
pharmaceuticals that are approved
kistence at that time. And I think
it would be interesting to get the

] be a little cautious about using

the data in any mganingful way.

So we
about being cauti
and I would real
SNMMI, as well ag
that we have fo
oncologists to e
your time.

CHAIRMA|
Any other gquestigq
telephone lines?
here on the commi
Ennis?

MEMBER

have heard from several speakers
Hus in releasing these requirements,
lly emphasize that on behalf of the
on behalf of the ad hoc committee
Hmed amongst various societies of
plore this issue. Thank you for
N PALESTRO: Thank you, Dr. Ghesani.
ns or comments from anyone on the
Comments or questions from anyone
ttee or attendees in the room? Dr.

ENNIS: I just want to thank --
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where is he? The
name again?

DR. RAZ

MEMBER
His comments real
them I thought a
articulated it an
best, I think, t
can't imagine, 11
has had to do a
even if that's a
times in medicin
than that.
of all of urology]
him. I can't in
only knows about
about cholesterol
it's kind of what
maybe we can do &
single-dose vial
simple? I think
to think carefull
kind of a pathwa
current of the en
is done.

cou
(202) 234-4433

And if
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trainee, the fellow. What was your

NARIA: Aria.

ENNIS: Dr. Aria. I don't Kknow.

ly struck me in two ways. One of
qout before, but I think he really
1 we haven't here. And I guess it's
0 think of this as an analogy. I
ke, going to an urologist who only
TURP, a simple urologic procedure,
11 that I needed, because so many
g things are way more complicated
he doesn't have the broad expertise
at least, I can't imagine going to
hgine going to a cardiologist who
high blood pressure, doesn't know
doesn't know about angina. And
we're kind of saying here. Well,
lphas with a certain half-life in a
Is it really going to be that
it's really an apt analogy for us
Yy about do we want to go down that

2 It certainly goes against the

tire rest of medicine, how medicine

NEAL R. GROSS

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

And nunber two,

igsues that he ra
I think is quite
done

quality of nuclea

in the purview Qqf

policy.

safety, and thinking downstream ten

thinking of a lo
with his comments
really make this

significantly mor

in all aredgp
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I think his public policy
ilsed I had not thought of before but
valid. There's a lot that can be
of medicine, and the safety to

H medicine going forward is somewhat

NRC and can be affected by NRC

And thinking about safety, not case-by-case

years and
Il of agents, I couldn't agree more
that to empower the specialists who
their lives is going to lead to

e safety at that high-level view of

imparting it to pepple for whom it's just a side show.

CHAIRMAN PALESTRO:

Any other comments or

questions? Dr. Metter?
VICE CHAIRMAN METTER: This is Darlene
Metter. Thank you, Dr. Ennis, for that comment. It

made me think ab
up. If I go to a
to learn how to

and I take the co
my friend who goe
get the end resul

So that's kind of

jut another analogy that you bring
driving school and let's say I want
drive, so I go to a driving school
rses and everything, as opposed to
s and their father teaches them, we

t. We both get a driver's license.

what I think we're looking at here.

Another|| thing would be let's say I learn

NEAL R. GROSS

COURT REPORTERS AND TRANSCRIBERS

(202) 234-4433

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

how to drive. I
to go backwards, Il
to turn left, I K
drive on the high
were just going td
I know how to dri
I could just learn
how to drive forw
maybe they can teg
go backwards, I
block. So it's a

but that's all I
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know how to go forward, I know how
know how to turn right, I know how
now how to park, and I know how to

way and on other roads. Now, if I
go ahead and drive forward, because
ve forward, maybe I could do that.
just a limited thing just learning
ard. But if I have to stop, well,
ach me that, too. But if I can't
might have to just go around the
limited pathway.

I can go forward,

ran do.

My car has an automatic start, and I'm ready

to go when I hit f{
know, I kind of g
think about that.
broad basis becauy
happens if a car g
a big detour sign
that.

CHAIRMAN
questions? All
participation and

you and your subc(

We're (g

hat button and the car starts. You
ee that as an analogy. Let's just
I think you really have to have a
e if I want to drive forward, what
pmes right in front of me or there's
or I have to reverse? I can't do
I PALESTRO: Any other comments or
right. Thank you all for vyour
your input. And, Dr. Metter, thank
mmittee for all your hard work.
now with the

joing to continue
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training and exper

stakeholder outre
MS. AYJ

everyone. My nam
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flience. Maryann Ayoade will discuss
ach plan.
ADE : All right. Good afternoon,

§ is Maryann Ayoade, and I'm a member

of the Medical R@diation Safety Team at NMSS. And

today I'm going {
medical training

plan that is goin
now.

So the
extensive outreac
on assessing the
experience requip
under 10 CFR
radiopharmaceutic
directive.

So jus
background, and
Commission direc
Commission direct
it made sense t
experience requiy
radiopharmaceutic
categories should
appropriate T&E

cou
(202) 234-4433

b be presenting to you the Part 35
and experience stakeholder outreach

g to be coming up, hopefully, right

purpose 1s to conduct a more

H with the medical community focused
pptions to tailor the training and
ements for medical uses authorized

Part 35.300, which is for

als that require a written

H to give you a 1little bit of

Dr. Metter talked about the

ttion. So in August 2017, the

gd the NRC staff to evaluate whether
§ establish tailored training and
ements for different categories of

als, to evaluate how those

be determined, to evaluate what the

requirements would be for each
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category,
should be based ¢
or competency.
Next sl
included a limited

of 2018, and thafty

questionnaire that was

stakeholders, inc|l
medical professig
industry trade (
speaking here
questionnaire out
with the T&E Subg
well. And the
documented in an i
18-0084 that was f

And so {
be feasible to
experience requiy

radiopharmaceuticf

authorizing the a

136
and to uvaluate whether those requirements

n hours of training and experience

ide, please. So the evaluation
outreach in April - May time frame
outreach we did in the form of a
sent out to some medical

uding some medical licensees, some

nal societies, a regulator, an
rganization which we had CORAR
oday. And so we sent the
to them. We also shared and worked

ommittee on the questionnaire, as

results of that evaluation were
hformation SECY paper which is SECY-
recently made publicly available.

he evaluation concluded that it may
establish tailored training and
ements for different categories of
means of

ls and to create a

ministration of certain categories

of radiopharmaceg
authorized user st
are viable option

approach to demds

uticals, which is a limited

atus. It also concluded that there

s for creating a competency-based

hstrating acceptable training and
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experience requiruments for limited authorized users

and that also the

staff plans to do a more extensive

outreach, which igl what I'm going to talk about today.

And ths
were discussed dy
with the ACMUI,
responses from 4
paper, as well, i

Next sl
planning to do fo
of some of the
planning to have.

Register a notice

related to traini

results of that limited outreach
ring a teleconference on July 16th
And we also have a summary of the
hat limited outreach in the SECY
£ you want to look at that.

ide. Okay. So what is the staff
H the outreach? This is just a list
outreach activities that we were
We plan to publish in the Federal

with questions that are going to be

mg and experience requirements, and

I will go over arn| overview of some of the questions

in an upcoming sl
We also
webinars that w
notice questions,
plan to have a
experience with t
initiative, as we
Register notice q

We also

to the stakeholde

ide.

plan to conduct public meetings and
11 discuss the Federal Register
as well as this initiative. We
vebsite dedicated to training and
lhis information, information on the
11 as information about the Federal
westions, as well.

plan to send out letters and emails

s, which I will go over in the next
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slide, as well a

and presentations at the

society meetings.
in the newsletter
Next sl
Federal Register
all of the activif
slide, we plan
gathering. And
we received from
we received from
from the first oy
the evaluation
regarding patient
access as it relg
We als
radiation safety
any trends in ths
trends indicate 4
and experience r
look at what's be
to see what

radiopharmaceutic

requirements righ

kind of tailored t

cou
(202) 234-4433
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B do poster presentations, posters
upcoming professional
We also plan on writing articles
s for these professional societies.
1de, please. So in addition to the
notice and the public meetings and
ies that I mentioned in the previous
Ho do some additional information
Hhis was a result of feedback that
tthe ACMUI, as well as feedback that
the, the comments that we received
And so we want to look at

treach.

of the authorized wuser shortage

access, also to include patient
fes to geography as well.

0 plan on reviewing medical and
events to look to see if there are
se events and to see if any of the
need for a change in our training
dquirements. And we also want to
1ng done in the international scene
their

are they doing for

Al training and experience

t now and to see if they have any

raining and experience requirements
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that may be simillar to what we're trying to look at

now.

And so
that we plan on
Train

with the

recently to make

list of stakeholders,

more medical 1i

specialty boards,

and advocacy groups,

this is a list of the stakeholders
reaching out to. We collaborated

iing and Experience Subcommittee
sure that we have a comprehensive
so we plan on reaching out to
densees, more regulators, medical
some patient health organizations

some trade organizations and

industry groups, more medical professional societies,

the medical sp

organizations, anyg

Next sl

gcialty training and fellowship

the medical oncology community.

iide, please. And so this just gives

an overview of thg Federal Register notice questions

that we're going
worked with the T

have questions t

to be putting out. We also have
YE Subcommittee to make sure that we

Hat will give us information that

would be useful ajg we move along with this project.

And so|lwe have some gquestions regarding
establishing tajflilored training and experience
requirements fox| the radiopharmaceuticals that

require a written directive.

regarding compete

skills, and abillities,

We have questions
ncy, so the assessment of knowledge,

and questions regarding
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patient access.

Next sl
steps following o
public comments a4
the outreach thaty
to continue to e
we've been doing.
informed of the
of everything th
whether the chang
are warranted.

That's
any questions you

CHAIRMA|
comments from the
room?

MR. BOL
time lines. Yes
that through our
end in 12 to 14 m
the FRN, then thog
right now, so tha
VICE CHY
We just wanted tdg

are in the plan

140

ilde, please. And so one of the next

wtreach. So we plan to analyze the
md information that we receive from
we conduct, and then we also plan
ngage the ACMUI in our efforts, as
We also plan to keep the Commission
qutreach efforts. And as a result
ht we've done, we will determine
es to the current T&E requirements
I will take

it for my presentation.

may have.

N PALESTRO: Any questions or
committee? Attendees here in the
[LOCK: So the question was about the

we are still working to finalize
management chain, roughly it will
nths but I can't say for sure. But
e questions, that is being developed
t would be in the next two months.
NIRMAN METTER: Yes, that's correct.

give you guys a sense of where we

hat we have to do outreach to move
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forward.

MR. GU
repeat my next qu

CHAIRMA|
identify yourself]

MR. GUA|
from CORAR.

MR. BOLj
CORAR as the seco

MR. GU
pathway is recomm
expedited rulemak]
the general rul
curious.

MR. BOL
change to the tra]
requirements is
staff, what would
now, I mean,
process, so it wo
would develop a 1
Commission. The
go on with devs

comment. So, yes

there.

by default,

141

ASTELLA: Maybe Mr. Bollock can

estion. So if there is --

N PALESTRO: Excuse me. Would you
for the transcriptionist, please?
Michael Guastella

$TELLA: Oh, hi.

LOCK: Okay. So Mr. Guastella from
md question.
ASTELLA: Assuming an alternate
#nded, is that, are we talking about
ing or are we talking going through
kind of

emaking process? Just

LOCK: So the question regards if a
Ining and experience authorized user
determined to be warranted by the
the rulemaking process go? Right
it's the normal rulemaking
11d have to go through, you know, we
lemaking plan, present that to the
Commission would approve and then
lopment of a draft rule,

public

the normal process is the default
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MR. GUA
to say thank you.
MR. BOL

CHAIRMA|
you had a questiog

MS. AYQ
no changes are ne
to the Commissio
share that with yj

CHAIRMA]

MEMBER
was just noticin
were going out t
actually engage
physicists that az
of this material,
is.

MS. AYQ
the AAPM on our ]
professional soci

CHAIRMA]
questions from af
other comments or]
Thank you, Ms. Ay

Now we

cou
(202) 234-4433

[

N

14

o

q

N

\

D

i

g

N

il

¢
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STELLA: This is Michael Guestella

OCK: And Mr. Guastella thanked us.

{ PALESTRO: Dr. Martin, I believe

m.

ADE: And just to add to that. If
ded, we will still be relaying that

in another SECY paper, so we'll
u guys, as well.
i PALESTRO: Dr. Martin?
[ARTIN: This is Melissa Martin. I

your list of societies that you
, and I'd try to encourage you to
the AAPM because we're the medical
e going to be working with the users
regardless of what their profession
that's correct. We have

\DE: Yes,

ist, along with some other medical
tties. Thank you.

0 PALESTRO: Any comments or

yvone on the telephone lines? Any
questions from anyone? All right.
ade.

11 move on to some lighter fare.
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And I'd just 1ik
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e to briefly review with you the

results of our, rgally my opinion of the joint ACMUI-

Society of Nucl@gar Medicine

session, what's u
ran at the annua
June.

As you 1
Dr. Phil Alderson
communications an
organizations and
with the Society
Imaging. Dr. Met

all took part in

Dr. Me
overview, and she
for the nursing m

experience for au
project for I-131
three of us parti

So how
topics that woul
really selected b
Nuclear Medicine
fortunate that we

a continuing med

and Molecular Image
P for you and your patients that we

| meeting of the society this past

ay recall, my predecessor as chair,
had sought to establish improved
q outreach with various professional
societies and these are our efforts
of Nuclear Medicine and Molecular
Her, myself, and Dr. Daibes-Figueroa
the session.
tter gave an introduction and
provided information on guidelines
pthers. I talked about training and
Hhorized users and a patient release
and question and answer period all
ripated in.
1id we arrive or how did we identify
d be of interest? And they were
Hsed on feedback from the Society of
and Molecular Imaging. And we were

were able to run this not only as

ilcal education session but also a
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self-assessment module session.
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And, interestingly,

there were only tWo rooms, if I understood correctly,

available

at that meeting for SAMs,

SO we were

delighted that wg| had the opportunity to present it

as a SAM.

Overall
personally was
audience who were

excellent dialog

it was well attended and I

particularly impressed with the

clearly engaged. And there was an

le between the audience and the

speakers, and I want to highlight Dr. Daibes-Figueroa

because I think ghat the best way to describe it is

he put a face on
did an excellent
coming across as

regulator or a pe

the name of the NRC. I thought he
job interacting with the attendees
i peer, rather than coming across a

rson of authority, if you will. So

I think he really]|did an excellent job, and we would

certainly, I wou

1d certainly recommend that these

sessions should ke held on an ongoing basis and we

intend to try to

Comment
Mr. Green?

MEMBER
comments,
audience, and I t
spot-on.

cou
(202) 234-4433

you we¢re a presenter.

It wap

repeat it again this coming year.

& or questions from the committee?

GREEN: Just to Dback wup vyour

I was 1in the

hink your assessment is 100-percent

very well received, a 1lot of
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interaction with

the meeting was of

it continued in tfhe aisles.

and a very good ff

CHAIRMAN PALESTRO:

145

the audience beyond the point that
er and it continued in the hallway,
Very productive session
ce for the NRC.

Any other comments or

questions? Dr. Mgtter, your impression?

VICE CH}
a very good sessi(
and really the NR
very interactive
questions about
that was a very g
back so we plan of

CHATIRMAN

MEMBER [I
as well. I hay
designing these §
the last one I woy
to, never mind mak
surprised.
order to make sure
combine the FDA v
things, a food fag

even better.

But I f

I mean,

A\IRMAN METTER: Yes, I think it was
n and there were lots of questions
C has a very good face. It was a
session. They had a 1lot of
he regulators and I actually think
ood outreach, and they invited us
1 doing that again next year.

I PALESTRO: Dr. Dilsizian.
DILSIZIAN: I was in the audience,

e to say, you know, when you're

cientific sessions, this would be
11d think that people would show up
ing it a SAM session. I was really
I have to say, in the past, in
there were enough people, we would
the new

ith NRC because, you know,

t. So the combination actually was

hink there were so many questions.
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I was surprised apd I do encourage to continue this.

This is great. C((

CHAIRMAN PALESTRO:

questions from thge committee?

from any of the af

comments from anyy

All right. Mr.

MR. BOLLOCK:

ngratulations.

Any other comments or
Questions or comments
tendees in the room? Questions or
ne on the phone lines?

Bollock?

Doug Bollock, NRC. So Dr.

Palestro and Dr. Metter, you know, worked with us to

try to support these meetings. We, the NRC, continue

to try to support

brought this up many times.

sometimes there

can't send peopl¢q

hre budgetary constraints,

the meetings as best we can. I've
You know, unfortunately,
so we

to the meetings. We've been very

successful, I thimnk, over the past year or so at least

sending one persof

team at most of thg major society meetings.

we have been ableg

year, SNMMI, ASTH

, one representative from a medical
I believe
to go to AAPM annual meeting this

O last year. I think right now

we'll be sending staff to ask for this year, and we'll

continue to try t(

We belileve,

to keep the lines

CHAIRMAN PALESTRO: Dr.

VICE C

NIRMAN METTER:

support this as best we can.
as you say, this is important
of communication.

Metter?

Yes, and thank you

COUR
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for supporting th
we had done the g
short notice and
a fair number of
lot more this yea
a good time and g
have told me they
regular session.
CHAIRMA|
questions? Mr. O
MEMBER
had a representat
went very well tg
I think that went]
CHAIRMA|
All right. The
discuss the Nursi:
final report f£g
therapeutic radio
VICE C
Palestro. So I
Subcommittee on t
Medical Administ]
This is a revised
input that has

cou
(202) 234-4433
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is. This was our second year that
ession, and the first year was on a
1t was an odd time but we still had
people that attended. Clearly, a
r. It was publicized and it was at
eople are aware of it.

And people

are looking forward to this as a

N PALESTRO: Any other comments or
hib?

DUHIB: Yes, I'd just add that we
ive, actually, to the ABS also that

lking about the approve rules, and
very well also.
N PALESTRO:

All right. Thank you.

mext presentation, Dr. Metter will
ng Mothers Guidelines Subcommittee's
from

r exposure diagnostic and

pharmaceuticals. Dr. Metter?
HATRMAN METTER: Thank vyou, Dr.
Il be presenting the report of the

[le Nursing Mother Guidelines for the

ration of Radioactive Materials.
report. It was based on stakeholder
been incorporated into the final

NEAL R. GROSS

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

document from an A
this year in Febry
it includes acky
breastfeeding angd
the table modificg
to the SI units,
correcting certa
presenting one g
presentation.

I'd 1lik

members of my sub¢

148

CMUI public conference call earlier
ary. And in it, the final document,
rowledgments of the benefits of
also additional calculations and

tions regarding changing the units

incorporating gamma constants, and

in references. And I'1l1l be
f the tables later on in this
e to first start by thanking the

ommittee: Dr. Vaskin Dilzisian, Dr.

Christopher Palesftro, and Dr. Pat Zanzonico.

Now, Db
infant from the
process of milk pp
approximately six
So the nursing mot
the radiation
therapeutic 1
brachytherapy, to

Now, v
principles is we
guidance for radip
that many nucleapy

thereby allowing

eastfeeding is the feeding of an

female breast. Lactation is a
roduction, and lactation will cease
weeks after the last breastfeeding.
her guidelines charge was to review
from

exposure diagnostic and

adiopharmaceuticals, including
the nursing mother and child.

e know that ©radiation safety
rely on the ALARA principle as our
tion safety. Fortunately, we know
medicine procedures are elective,
at times,

h temporary or, complete
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cessation of nursf

Patient
released, and in|
mother, if the tof
and in this case t¢
5 millisieverts.
exceed 1 millisf]

information regard

the written instmy

149

ng or breastfeeding.

release. Now, a patient may be
this particular instance nursing
nl effective dose to any individual,
he nursing child, will be less than

If, however, the exposure could

evert, written instructions and
ing adverse consequences to include

uctions if nursing is not stopped

and guidance on the discontinuation of breastfeeding.

Radiophg
radiopharmaceuticq
It is estimated
administered drug
the breast milk
percent. We alsg
ten physical halff
99.99 percent.

Most
will require a tef
Now, if you have
can be held for
feeding the ]

Alternatively, tH

the administratid

rmaceuticals. Many drugs and
ls we know enter the breast milk.
hat less than ten percent of any
or radiopharmaceutical will enter
yith an average of about 0.3 to 5
know by our physics is that after
lives a radionuclide will decay by
radiopharmaceuticals administered
nporary cessation of breastfeeding.
pumped radioactive breast milk, it
ten physical half-lives before
ilk to the nursing infant.

e mother can breast pump prior to

n of the radioactive agent and use
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this non-radioact]

150

lve milk to feed her infant during

the cessation of [preastfeeding.

A few
administered, ma
breast feeding.
really refers to n
the maternal bre
decrease the mate
very, very high
example 150 mil
approximates aboy
Therefore, 1if 1I-
cessation of b1
radiopharmaceutic
for the cessation
breastfeeding nee
mother, however,

Next sl
exposure during

individuals: the

from the administ

and the child comes from two sources,

source which is
which is the inge

So let

radiopharmaceuticals, however, if

¥ require complete cessation of
This one exception, and this section

pdification of the agent to decrease

T

Hst dose, and this is I-131. To
rtnal breast dose because it gives a
lose to the lactating breast, for
licuries of sodium iodide, 131,
r 200 rads to the maternal breast.
131 1is administered, it requires

rastfeeding six weeks prior to

Bl administration, thereby allowing
of lactation, and the cessation of
ds to continue for that child. The
may breastfeed future children.

ilde. So let's look at the radiation
nursing, and you have two
mother which is obvious to exposure
ration of the radioactive material
the external
the mother and an internal source

sted radiocactive milk.

5 look at this external exposure.
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The mother is a yery significant source of exposure

to the child. An

which is as low

that time and d

During routine chjildcare,

with the radioact|

q if we look at the ALARA principle,
Bs reasonably achievable, we know
ilstance 1is going to be a factor.

there's an increased time

ive source, the external source, to

the infant, and tlhle distance is decreased and, hence,

the mother can bsg
exposure to the n

Next s
nursing child by
radioactive milk,
depends on the

mentioned,

it approximates

a significant radiation source to
ursing child.

llide. Radiation exposure to the

internal source is ingestion of

and what 1is the dose? Well, it
radiopharmaceutical, and, as I

about 0.3 to about 5

percent if the ipfitial administered activity enters

the milk, again,

mother needs to

except for sodium iodine, where the

rease breastfeeding for six weeks

before administration and then for the remainder of

that child.

children.

Next slide.

with recommendati
is administered
an interruption o

to stop nursing

cou
(202) 234-4433

Howeyver,

she may breastfeed for future

So the subcommittee came up
ins in regards to if a nursing mother

dadiocactive material. There must be

£ nursing in the sense of she needs

for the following agents: as we
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mentioned, I-131,

prior to the admixg

152
sodium iodide, beginning six weeks

nistration, for I-124 sodium iodide,

any alpha emitter
doses of 177 1L
cessation require
hour for C-13 and
and, actually, th
chart but,

after

need to cease bre

Next gl

time frame was us

because there arg

H, and any diagnostic or therapeutic
wtetium octreotate. There's no
d for 0-15 or rubidium-82, about one
N-13, four hours for fluorine-18,
is chart, Ga-68 was in the initial
recalculation, you really do not
astfeeding for gallium-68.

ide. So for technetium-99m, one
ed which was the 24 hours, and it's

¥ various different agents that we

use for technetiuf and there are very different times

of temporal cessd
one-time period f
error. So we cho

For I-
recommendation wa
days. This is a
actual recalculat
placed on extrap
indium labeled wk
and gallium-67, 8

Now, th

teleconference cg

rion. So the subcommittee chose a
o simplify the guidance and avoid
e 24 hours of nursing cessation.

sodium initial

123, iodide, the

H seven days. It currently is three
newer chart in the sense of we did
ions with the initial ones being
blation. Thallium-201 four days,
nfite cell and octreotate six days,
9 zirconium 28 days.

s is the revised chart from our
it does include

11, and, actually,
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what was recommer

millirem dose 1im

listed as 0.1 rad

has been revised [t

I also

indium labeled wh

millicuries. TH
millicuries.
The oth

mentioned, regardf
one for fluorine-
four hours. For
currently no inteq
before, I-123, it
three days.
Sealed
there's no need tg
Breasts and sef
interruption is n
within the mother
And, 14
nursing mother on
near future who afj

procedure. And {

radiopharmaceuticf

153

ded at that time, the 100 and 500

it to the newborn tissue. It is
, but in the submitted document it
o the millirem dose limits.

would like to point out that under
ite cells, the dose is listed as 5
at needs to be corrected to 0.5
er corrections I have made, as I
ng the calculation was the initial
18 was 12 hours.

It is currently

gallium-68, it was 12 hours. It's

ruption is needed. And I mentioned
was initially seven days. It's now

sources. Y-90 microspheres,
interrupt breastfeeding for this.
1ttinel node

lymph sources, no

ceded as long as the source is not
stly, it's important to inform the

mothers planning to nurse in the
re scheduled for a nuclear medicine
hey must be informed that certain

ls, if they’re received during this
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procedure, may reg
and such patients
medicine staff or
their procedure.
Next
subcommittee preg

February 1st, 201

The report at th

154

guire radiation safety precautions
are advised to notify the nuclear
nuclear medicine physician prior to
glide. So in summary, the
ented its draft report during the
8 public ACMUI teleconference call.

at time was endorsed by the full

committee with some caveats, which I have reviewed on

this presentation|

benefits of breas
the final written
the calculations
which is in the f

So I'm
that this final r

CHAIRMA|
comments from mem}
or comments fron
Ennis?

MEMBER

clarification, sq

about six week
requirement?
VICE C

One was a wording addition of the
Hfeeding which was incorporated into
document and then the revisions on
and the modifications of the table
inal document.

asking the committee to recommend
eport be approved as presented.

N PALESTRO: Any questions or
pers of the subcommittee? Questions
members of the committee? Dr.
ENNIS: Just for my own personal
for sodium iodide we're talking
administration as the

H Dbefore

NIRMAN METTER: I-131. That would

cou
(202) 234-4433
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be for therapeuti
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r or diagnostic, correct.

MEMBER |[ENNIS: But all the others, the
hours we're tdlking about are hours after
administration unil you can breastfeed again?

VICE CHATRMAN METTER: Correct, correct.

MEMBER

not, like, famili

VICE CHAIRMAN METTER:

MEMBER

just make sure ev

VICE (JHAIRMAN METTER:

breastfeeding in
that's 1listed,
clarification.
other questions o
Green?

MEMBER
document go and

license guidance?

it go beyond thisg

CHAIRMAN PALESTRO: Mr.

MR. BOQLLOCK : So the

recommend to us
given to us, it's

website for all t

cou
(202) 234-4433

ENNIS: Okay. So for someone who's

ar with that, that wasn't clear.
Okay. I'm sorry.

ENNIS: No, 1it's okay. Maybe you

gryone else is clear.
Right. The
time

ferrupt time frame was the

correct. Thank you for the
CHAIRMAN PALESTRO: Any

r comments from the committee? Mr.

(BREEN: Beyond the report, will this

bbe submitted by the NRC or become
Does

I mean, does it stop here?

Bollock?
committee can

how -- I mean, once the report is

yoing to go on our, the ACMUI public

§ see and then use as they wish. If
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the committee has
us try to make 1
guide

incorporat

updating Reg Guid

156

a recommendation they'd like to see
m some other guidance, a regulatory
e, we are

currently working on

84 839, which is the patient release.

You know, that coyld be something where we incorporate

it as an enclosur

If ther

hear other optiong,

e in that. There are options.
g's an option that, if you'd like to

I can share that. If you have

any thoughts that| you have, you can share that with

us and the commigtee can give a recommendation what

they recommend the

respond. We will
you recommend,
different.
what we do. At
public website.
And we
discussed possib
haven't made a fi
CHAIRMA|
MEMBER
I would recommend
in NUREG-1556, Vo
instructions to 1
MR. BO]

cou
(202) 234-4433

staff does, and then we will

you know, we may do exactly what

we may do something slightly

We will respond to you all and tell you

the very least, it will be on our

have, you know, we've internally
ilities of what to do. We Jjust
mal decision yet.

N PALESTRO: Ms. Shober?

$HOBER: Yes, this is Megan Shober.

rhat the cessation times be included
llume 9 in Appendix U, which provides
icensees.

LWLOCK : And NUREG-1556, Volume 9,
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Appendix U, that
if we put into Re

MEMBER

MR. BOLj

CHAIRMAN PALESTRO:

questions from th
MEMBER
here is that 1is
somewhere that st
these particular
now be considered
I'm saying? Let'
one that pops up
of similar use f£fqd
like that. How a
VICE
understanding yoi
radionuclide?
MEMBER
VICE CH]
radionuclides, 1i
day, gallium-68 r
based on that.
MEMBER
applicable to the

cou
(202) 234-4433
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now references Reg Guide 839. So
g Guide 839, that will --
$HOBER: It will take care of that?
LOCK: Yes. For clarification.

Any other comments or
¢ committee? Mr. Ouhib?

DUHIB: Yes, just a minor question
there a statement in the document
ate that this is applicable only to
isotopes or any new isotope should
as being part of -- you know what
B just say next year there's another
in the market now and then it's sort
r this same treatment or something
re you going to deal with that?
CHAIRMAN METTER: I'm not

lr question. You mean the same

QUHIB: Right.

AIRMAN METTER: These were based on

ke, for example, the technetium one

Hqally no interruption, and those are

OUHIB: Right. It's only

listed nuclide --
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VICE CH
MEMBER

that this is appl

in here?
VICE CH
report. This is
MEMBER
CHAIRMA]
MEMBER
correctly -- thig

you're asking wha
radionuclide, is
that says these ai
use as of this dg
anything that may]
date? I mean,
application is ne
had you written f
years from now tl
not be included iz

MEMBER
getting at.

VICE CH{

in this report.

are 1listed as A

158

AIRMAN METTER: Correct.

DUHIB: Is there a statement there
llcable only to these listed nuclides
ATRMAN METTER: It's in the final
Jjust a summary of that.

UHIB: Okay.

N PALESTRO: Ms. Weil?
WEIL: Am I

understanding you

is Laura Weil, I'm sorry -- that
H if tomorrow there's a new approved
there a statement in this report
e the radionuclides FDA approved in
te, other -- this does not include
have come on the market after this
Dutetium is new, right? And the
v, so you wouldn't have included it
this report two years ago. So two
Nere may be another drug that will
N this report but which is relevant.
That's what I'm

OUHIB:  Right.

NTRMAN METTER: They're not included

This is the current one, and these

- and there's actually a 1little
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explanation as to
time frames were

MEMBER
think what we're

be a statement pe

159

the rationale of how these interrupt
dbtained.
WEIL: If I may just respond, I
Jetting at here is that there should

rHhaps in the report stating that, as

of this date, thig|is comprehensive but that if you're

reading it three
there may be addi
access.

VICE

understand. Yes,

CHAIRMAN PALESTRO:

comments from theg

from attendees inm the room?

from anyone on th
All rig
on subcommittee's
report. That's a
ahead.
MEMBER

to ask NRC to do

that hanging.

years from now you should know that
tional information that you need to
(THAIRMAN METTER : Okay. I
we can add that.

Any other questions or
committee? Questions or comments
Questions or comments
g telephone lines?

t. Then I believe it's time to act

recommendation to accept the final

motion, so can I have a second? Go

ENNIS: Is the subcommittee going
something with the report? We left
MR. BOLLOCK: So you have a report. The

subcommittee has

report and

then|| you can

a report, so you can vote on the

separately give us a
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recommendation, v
what you want us [t

CHATIRMAN

MEMBER
report with the &
that this is all
this authorship,

other resources fq

not currently ligted.

would be able to g

CHAIRMAN
to that, but I jus
see something -- j
that what's in the
to? I mean, if th
and it's not on {4
extrapolate somef]
follow what I'm sg
list of radiopham
prescribed times ¢
I need a statemenf

the agents that af

MEMBER

160

te on a recommendation to staff on
o do with it, as an option.
I PALESTRO: Mr. Green?
FREEN: I would move to approve the
ddition of a paragraph describing
the drugs approved at the time of
that practitioners should evaluate
r other nuclides and drugs that are
If there's that included, I
pproving.
I PALESTRO: I'm not going to object
t find it confusing that if I don't
hy do I need a statement to tell me
se pages is all that it's applicable
ere's another drug that's out there
hose pages, how would I presume to
hing from what's there? Do you
ying? If you got a list of drugs,
maceuticals, and it gives you the
f stopping breastfeeding, so why do
to say that this is wvalid only for
re listed here?
GREEN:

Yes, it may be confusing.

I think some of the references are nuclide-specific,

but some are dry

g-specific. I-131 sodium iodide,

NEAL R. GROSS

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

161
which is a differunt animal from I-131 iodohippurate

or I-131 MIBG. g
and others are

that isotope, so

o there are references to nuclides

rhemical compounds associated with

there may be current isotopes with

new flavors, new [drug compounds attached to that.

So I thiink there's some statement,

not sure what thg

and I'm

L statement should be, but I agree

with the two commgnts we've heard previously.

CHATIRMAN
comments? Well,
report as written
have a second?

MEMBER ¢

CHATIRMAN
favor? Any oppos
it was Dr. Metteq
the report was apf
behalf of the cg

right. So we can

a formal statemenf.

MEMBER (

MR.

[nul

deliberation, so

setting right now|

you'd have to con

i PALESTRO: Okay. Any other
we have a motion to approve the
, presented I should say. Do we
HEETZ: Second.

I PALESTRO: Mr. Sheetz. All in

ed? And now Mr. Green or perhaps

, I don't recall, suggested, once

roved, to make a recommendation on
mmittee to add a statement. All
proceed with that, if we can develop
I'd like to do that now.

FREEN: On the spot.

OLLOCK: It's a committee
his is, you know, we're in a public
If we don't do it now and then

e back and have another vote on it

NEAL R. GROSS

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

later in a public

MEMBER (FREEN:

MR. BOLIOCK:

can do it tomorro
MEMBER
MR. BOL
of time.
CHAIRMA]

to leave it hang

because things 11

add that to the o

All rig
Dr. Suh is going t
draft revision of

and the Leksell G

162
setting.

Just off the top of my head?
So we can give you time. You
(GREEN: Thank you.
LOCK:

We'll give you a little bit

N PALESTRO: Yes, I just don't want
ing after the end of the meeting
ke that disappear, so we can just
pen forum tomorrow.

ht. Last item on today's agenda,
o discuss the ACMUI comments on the

the Leksell Gamma Knife Perfexion

MEMBER
want to start

members: Dr. Ron

Shober, and Ms. Laura Weil.

NRC staff resourc
So the
propose the
requirements for
radiosurgery unit

the new committee

amma Knife Icon licensing guidance.

5UH : Thank you, Dr. Palestro. I

put by thanking the subcommittee

Ennis, Mr. Zoubir Ouhib, Ms. Megan

I also want to thank the
e, Ms. Sophie Holiday.

®riginal subcommittee charge was to
Bppropriate

physical presence

the Leksell Gamma Knife Icon

And just as an introduction for

members in the ACMUI, so there are
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different types g
the Leksell Model
this discussion,
The gamma knife is
precision radia
intracranial targ
tumors. It can a
as well as vascu
disorders such as

The Mog
sources which a
helmets which are
eight 14 to 18 m
Model B unit hasg|
physician or medi
and 4C is an autgd
not require manug
coordinates.

Next s
Perfexion (2006)
sources, uses 192

eight permanent

sectors which are 4, 8,

There's one body

which correspond

163

f Leksell gamma knifes, so there's

B, C, and 4C. And for purposes of
I'm going to group them altogether.
a unit that allows high-dose, high-
Hion to be delivered to an
et, mostly used for malignant brain
llso be used for benign brain tumors,
lar conditions and some functional
trigeminal neuralgia.

el B, C, and 4C has 201 cobalt-60

He stationary. There's external

attached to the machine. These are
1llimeter commandeer helmets. The
manual trunions which are set by a
cal physicist, whereas the Model C

matic positioning system that does

1 manipulation of the X, Y, and Z
lide, please. The Gamma Knife
uses, rather than 201 cobalt-60

cobalt-60 sources which move within

lly-installed independent movable

and 16 millimeter beams.
with different diameter of holes

to different positions of the
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sectors, and thepge's an automatic

robotic treatment| table.

design compared tp the Model B, C,

picture is shown [there.
Next slide,

please. In

Knife Icon was deyeloped.

So this

164

movement of the
is a different
and 4C, and the

2016, the Gamma

This also has 192 cobalt-

60 sources which |move within the eight permanently-

installed independent moveable sectors which have the

4, 8, and 16 milllimeter beams.

body with diffeyent size holes

different positigms of the sectors.

Again,

there's one
corresponding to

They also have

an automated movement of the robotic treatment chart

table.

What's ||different about

Perfexion is outlfined in blue.

the 1Icon wversus

It has an integrated

stereotactic home||beam CT image, which is shown there

in the lower right-hand picture.
online adaptive dose control and a

frameless mass bgse treatment. So

It also has an
lso allows for a

I just wanted to

give you directipn in terms of the various gamma

knives.
Next slide, please. So

background of the

current regulation,

in terms of the

all Leksell

Gamma Knife procedures follow the physical presence

requirements outliined in 10 CFR Part 35.615(f) (3)
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that, "An authorij
authorized medica
AMP, "are
treatments involv

The NR(
distance "such t
other within heaq
Model B, C, and 4
whereas the Perfe
CFR 35.1000.

In 2018
recommendations.
of reported medid
total 12 from 200
unit the subcommi
user and authorig
present during al
all treatments in
the Icon system;
physically presen
involving the uni

Next sl
the modifications

the physical pres

physical presence

physgically

165

zed user," which was AU, " and an
| physicist," which is referred as
present throughout all
ing the unit."

defines "physical presence" as a
Hat each can communicate with the
ing distance of normal voice." So
' are licensed under 10 CFR 35.600,

kion and Icon are licensed under 10

| the subcommittee was asked to make
And looking at the very low number
1l events with the Perfexion which
§ to 2012 and advances with the Icon
ttee recommended that an authorized
ed medical physicist be physically
1, during the initiation involving
volving the units, and this is for
the authorized medical physicist be
it throughout all patient treatments
.

In addition, one of

ide, please.

we suggested was that, in terms of
ence requirements, that the current

for the requirements for the AU be
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modified by allow
two-minute walk {

available to come

166

ing the AU to be present within a
0 the console area and immediately

to the treatment room. In addition

to AU and AMP, we gecommended as good medical practice

that appropriatel
be present at the
immediate medical
conclusion of tre

the console to dig

with patient, phiﬁjcist,

So tho
subcommittee repqg
committee in Febr

The
subcommittee's rg

reviewed the comm

-trained nursing or auxiliary staff
end of treatment to respond to any
needs. at the

And then, finally,

atment, the AU must be present at
russ any treatment or patient issues
and nurse.

are the recommendations of the
rt which was endorsed by the ACMUI
ary 2018.
vorking group reviewed the

rommendations and reports and also

as well

as Michael Sheetz

officer. And the

tnts submitted from Elekta,
our current ACMUI radiation safety

workgroup proposed revisions to the

recommendations tfpat the subcommittee put forward on

February 2018.
So the
not supportive of
that this was very
the physical presg

of high-dose ratsg

working group and management were
the two-minute walk as they felt
ambiguous. And they proposed that
nce requirements be similar to that
In addition,

brachytherapy. they
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proposed the requj
and Icon units.
components of the

Next sli
recommendations

and AMP be physid

167

rements include both the Perfexion

Since I outlined earlier, many
[con and Perfexion unit are similar.
de, please. So the working group's
ere the following: Number one, AU

Blly present during the initiation

of all patient trgatments involving the Perfexion or

Icon unit. In
authorized user of
of an authorized
operation and emen
physically presenf
treatment involvi
the authorized ug
Icon unit consol
treatment to evd
information relatg

ensure that the

accordance with
directive ©prior
treatment.

So the

addition the AMP and either an
r a physician under the supervision
user who has been trained in the
gency response for the unit will be
during continuation of all patient
ng the Perfexion or Icon unit and
er will return to the Perfexion or
e if there's an interruption of
luate the patient, to review any
*d to an abnormal situation, and to
treatment is

being delivered in

the treatment plan and written

to the re-initiation of the

subcommittee reviewed the working

group's recommendations and these are our current

recommendations X

group's recommends

ased on the review of the working
tions. We agree that an AU and AMP
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will be physicall
all patient trea
Icon unit.

In addi

physical presence

HDR brachytherapyl|.

this definition i
to enforce tharn
originally propos
2018.

In addi
return to the P
there's an interr
changes with theg
what we originall
to incorporate bq
recommendation.
licensed under 1
35.1000, and are
the subcommittee
Leksell Gamma Pe
include both the
both units.

So last

recommendations a

168

y present during the initiation of
tments involving the Perfexion or
rion, we believe that the proposed
requirements is similar to that of
The subcommittee believes that
5 not ambiguous and will be easier
walk

the two-minute that was

rd by the subcommittee in February
tion, we agreed that the AU will
grfexion or Icon unit console 1if
Hption of treatment. And one of the

workgroup recommendations versus
y proposed to the subcommittee was
th the Perfexion and Icon in this
$o since the Perfexion and Icon are
0 CFR Part 35, Subpart K, 10 CFR
mechanically similar to each other,
endorses a draft revision to the
rfexion and Leksell Gamma Icon to
physical presence requirements for
!l slide.

Although the scope and

re different than the original ACMUI
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report from Febr
Gamma Perfexion

licensing guidan

169

Hary 2018, we endorse the Leksell
and Leksell Gamma Knife Icon
re . We encourage licensees to

continue to audit
best practice 1
approach to ensur
the ACMUI and NRC

occur as a result

I'll tagke any gquestions.

slide is just the

this report. Tha

and monitor their programs, to adopt

mcluding a high-liability system

e quality and safety, and, finally,
review any negative trends that may
of change in guidance.

And the next

acronyms that were used as part of

nk you.

CHATIRMAN

comments
comments from the

MEMBER
ACMUI
working together
final version for

I think it wil

licensees for thd| authorized user,

there for very 1

same time provi
safety. Thank yo
CHAIRMA]

questions from th

cou
(202) 234-4433

from the

PALESTRO: Any questions or

subcommittee? Questions or
ACMUI? Mr. Sheetz?

SHEETZ : I would like to thank the

subcommitte¢le and the NRC working group for

on this effort and arriving at this
the physical presence requirements.
1 provide significant relief to
not having to be
dng treatments and also be, at the
de, vyou know, equivalent patient

.

=

N PALESTRO: Any other comments or

e committee? Comments or questions
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from the attendee

MS. TOMY

Again, thank you,
to provide this sf

responding to

subcommittee's report.

group,

comments reflect

and comments.

The saf

Perfexion and Ic

required training

their draft guidance is

170

i here in the room?
INSON: Cindy Tomlinson with ASTRO.
Chairman Palestro for allowing me
latement on behalf of ASTRO. We are
the ACMUI's or I guess the
Because the NRC's working

not public, our

nly the ACMUI subcommittee's review

gty records for both the Gamma Knife
nn are excellent. Because of the

for physicians, physicists, and

therapists, the gpfety features embedded within the

machines, and,
authorized user p|
Given t
high doses of rad
of the AU is es
According to th

working group is

for both Perfexio

an authorized User

physically prese

patient treatmentg

unit.

most importantly, because of
resence during the procedure.

lhat both the Perfexion and Icon use
llation to treat cancer, the presence
sential to ensure patient safety.
H§ subcommittee report the NRC's,
proposed the following requirements
An authorized user and

m and Icon.

medical physicist will Dbe

nt during the initiation of all

involving the Perfexion or Icon
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An auth
either an authori
supervision of an
in the operation ¢
physically, will
continuation of all
Perfexion or Icon
Perfexion

to the

authorized user wj
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prized user medical physicist and
zed user or a physician under the
authorized user who has been trained
mergency response for the unit will

be physically present during
1 patient treatments involving the
and an authorized user will return

or Icon unit

console, and an

11 return to the Perfexion or Icon

unit console if there's an interruption of treatment

to evaluate the ¢
related to an abng
the treatment is
the treatment plaq

initiation of the

atient , to review any information
rmal situation, and to ensure that
being delivered in accordance with

and written directive prior to re-

treatment.

ASTRO il pleased with the direction of the

working group's p¥|
it has the potenti
between safety ang
in line with ASTR
requirements for

We looK

ACMUI and the NRC

oposed requirements. We think that

nl to strike the appropriate balance
efficient medical practice and is

O's position on physical presence

tamma Knife.

forward to continuing to with the

I will

on this issue. And, again,

send our written [gtatement to your staff.

CHATIRMAN

I PALESTRO: Thank you. Any other
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comments or quest
MS. LO
clinical applicaf

behalf of Elekta,
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ilons from the attendees in the room?
HMAN : Yes. I'm Susan Lohman,
ions manager for Elekta. And on

we'd like to thank the opportunity

to engage both AC
We beli]
in the right dire
the fact that HDR
considered subs
presence requirem
Once th
would like to co
NRC for further
meantime, thank vy
and we appreciag

collaboration.

CHAIRMA|

comments or questi

MR. BOIL

Doug Bollock, NR(|

reviewed the work
know, we have anotf
group's guidance.
of a philosophica

Icon afp

UI and the NRC on this issue.

eve the revised guidance is a step
ction. However, we are wary about
and Gamma Knife procedures are being
Hantially similar for physical
ents.

g revised guidance is issued, Elekta
ftinue dialogue with the ACMUI and

revision of the guidance. In the

ou for your attention to this issue
te and look forward to further
N PALESTRO: Thank you. Any other

ons from attendees here in the room?

LOCK: Hi, Dr. Palestro. This is
So a few of us in the NRC have
jroup's report and we just have, you
her final concurrence on the working

So there's not a question but more

1 thing that we're considering.

nd Perfexion 1is 35.1000 guidance.
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The intent of any
will eventually gg
Knifes go into 3f
physical presence
it can't happen.
this is, I think t
One of the diffe]
them safer so tK
level of safety ig
of physical presg
answer 1is there.
just need to, whej
And I (g
respond to me, [
recently. And {
consider answerin
the ACMUI on that
important going fg
back into the rulg
rule for other, yg
safer than the 3§
difference? I

wondering what you

173

hing that goes in 35.1000 guidance
into the rule. So if these Gamma
.600, what would that do for the
part of the rule? I'm not saying
So what are the differences? And
here is, there are answers to this.
rences with these units that make
at the, basically, the equivalent
there with, essentially, a lowering
nce requirements. I believe the
I believe there is an answer. We
1 we develop the guidance.
on't know

if Sophie is going to

ut she just heard this from me
t's a question maybe Sophie can
y. I just want a perspective from
because that is, that's going to be
rward, right? If this was brought
, to keep a consistency amongst the
u know, what about these units are
.600 units that you can have that
there. I'm Jjust

believe it's

r thoughts are, and I'll let Sophie

Holiday from my sftaff speak to this first.

MS. HOL

IDAY: Hi, everybody. This is
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Sophie Holiday.
branch, we're cut]

Enforcement, but

working group that developed this

guidance.

So just
off with is that,
here where the g

group's

microphone and saijld that they supported it.

from Lohman.

Just to
issued the final
in the process of

I've received fx

recommendglations.

174

Technically, from Doug Bollock's
rently on detail to the Office of
I was the NRC co-chair for the
draft revised
one thing I want to clarify to start
you know, you've heard comments in
ubcommittee supported the working

ASTRO also came to the

We heard

clarify, as Doug said, we have not

guidance vyet. I'm actually still

resolving all of the comments that

om the agreement states and NRC

regions relating [fo this guidance, so this is not to

say that this wi
requirements tha
document .

Second,

|11 be the final physical presence

r come out from this guidance

to address what Doug said related

to possibly how tlpis will affect if it's rolled into

rulemaking. Duri
the items that we

longstanding iten

to move the Pg

hg the spring 2018 meeting, one of

closed from the agenda was a very
where the committee had asked NRC

rfexion from 1000 into 35.600.
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Comparatively, tiLy also asked to move yttrium-90

microspheres brad
35 regulations.
There w
committee and s
pursuing those rs
what ultimately c|
would close those
of keeping
brachytherapy and
Icon guidance in
to be nimble to m
As you
9 currently,

purs

asking you to do

do move this to 1

into the regulatigq

include all gamm

bot

I

S

ol

g

I

v

175

nytherapy to somewhere in the Part

ns a lot of discussion between the

aff related to the Dbenefits of

commendations from the ACMUI. And
me from the committee was that you
items, as you guys were supportive

h the yttrium-90 microspheres

the Perfexion and now Perfexion

35.1000 space because it allowed us

ke these types of changes.
tnow, the yttrium-90 is on revision
ing revision 10. But what Doug is
is think about in the future 1if we
ncorporate Perfexion and Icon unit

ns under 35.600, which, as you know,

stereotactic radiosurgery units.

We are aware of of
units that are or
by the U.S. Food
it that we would
or what would be

order to allow su

Ms. Loh

D

¢

her gamma stereotactic radiosurgery
the horizon or currently approved
and Drug Administration. What is
e able to caveat in our regulations
the conditions that we could do in

th physical presence?

nan, I just want to address that we

cou
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are not saying that Gamma Knife treatment or Gamma

stereotactic radigsurgery treatment is similar to HDR

in any sense. We
that there are phy
this for the H
stereotactic radi
and AMP, so, in oy
why we say this i

Okay.
comments. Thank
CHAIRMA]
comments from at
questions from an

DR. TAE
Bollock's questig
Sophie pointed ¢
stereotactic radi
and the NRC has
agreement states
these documents.
comments was if f
were some things
that you thought w
in the physical p

get some comments

lre just trying to draw the parallel
sical presence requirements such as
DR unit. Currently, all Gamma
surgery units have to have both AU
ler to draw that parallelism, that's
s what it is for HDR.

So I just wanted to offer those
[you.

N PALESTRO:

Thank you. Any other

Hendees in the room? Comments or
yone on the telephone lines?

P : I guess I'll go back to Mr.
m. This is Dr. Tapp with the NRC.
ut there are new emerging Gamma
psurgery units coming out right now,
formed a working group with the
to start developing guidance for
And going back to Mr. Bollock's
he committee could comment on what
Hhat you see with the Perfexion Icon
ere important that allowed to change
resence? Was it the imaging? I'd
on that.
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So when
the working grouy
requirements for
guidance there.

CHAIRMA]

MEMBER
Bollock's questig
Perfexion in rela
my experience, ay
Gamma Knife, the T
Knife model, and
Perfexion.

The Per
less intervention
There's no helme
switches and invg
and the Perfexio
treatment procesg
developed and i
console.

With re
are currently iJ
experience with t
physical presence

requirements woul
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I'm forming my physical presence or
is forming the physical presence
new units, we have

these some

N PALESTRO: Mr. Sheetz?
$HEETZ: I'd like to comment on Mr.
m about the safety of the Icon and
tion to the other Gamma Knifes. 1In
id we were the first licensee of a
J unit, 1987. We've had every Gamma
we currently have an Icon and a
fexion and Icon are safer. There's
in setting up patient treatments.
rs. There's a lotless of micro-
lvement for hands-on. So the Icon
m are much more automated in the
once the treatment plan has been
t's imported into the treatment

spect to the Gamma Knife units that

] 35.600, my perspective and my
He Gamma Knife units is the proposed
!l requirements similar to the HDR

d be adequate for those units also.
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I've always beeq
physical presence
be physically prefd
treatment was ex{
HDR. HDR is a my
are many more thirn
with applicators.

So to 4
physician be prg
physical

presencg

stringent on Gamn|

178

under the impression that the

requirements for the AU and AMP to
ent through the entire Gamma Knife
essive, and I'm comparing that to
There

ch more complex procedure.

gs that can go wrong with the device

llow the AU to leave and another

sent, and I'm not against that

3 I'm just saying to be more

n Knife. It really was not, in my

perspective, appr(

CHATIRMAN

priate or risk-based. Thank you.

I PALESTRO: Any other comments or

questions? Ms. Shober?

MEMBER
was just wondering
Knife units are
there still a 1dg
school ones left?

MS. LOH
Elekta. There a
style Gamma Knife

MEMBER §

about, like, if yq

how many are thosg?

SHOBER : This is Megan Shober. I
7 how many of the older style Gamma
still in the United States? Are
t, or are there basically no old
MAN : This 1is Susan Lohman from
re approximately 14 of the older
units still in use in the U.S.

HOBER:

Okay. And can you comment

u add Perfexion and Icon together,
h
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MS. L

approximately 135

179

NHMAN : In total, there are

MEMBER |SHOBER : Okay. So we're down to
like --

MS. LOHNAN: -- United States.

MEMBER [SHOBER: Yes, we're down to, like,
ten percent of thg older 35.600.

MS. LOHMNAN: Approximately, vyes.

MEMBER ||SHOBER : Okay. That's helpful.
Thank you.

CHAIRMAN PALESTRO: Dr. Martin?

MEMBER || MARTIN: There's one -- I'm

following up on the question before about the other

brands that are c

dming in, but maybe this is going to

be confusion because I have one of the other brands

¢ coming in down the street from our office and I had

a question of wha

H they were going to do and how they

were going to apply the on-site rules because it is

definitely going

to be operated by a very economical

radiation oncologist who will not be there most of

the time is my u
like what kind of

brands?

CHAIRMAN PALESTRO: Mr.

MR. BOL

nderstanding, and that's why I was

rules are we applying to these other

Bollock?
HOCK: I can't speak for California.
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We just don't kngw that.

But as far as, y

35.1000 licensing||guidance.
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I don't know that answer.

nu know, the NRC's, we call it the

What it really is is we

are developing spgcific license conditions necessary

for the safe use

doesn't fall unde

And those are specific to NRC licensees,

agreement states,

there are certair

of emerging medical technology that
r the other subsections of Part 35.
and the
for the NRC to agreement states,

levels of regulations that states

have to follow based on the compatibility and the

sections of th

compatibility D,

states do not have to follow

regulations. Th
guidance, licensi
MEMBER

it wasn't yours.

MR. BOLj

CHAIRMAN PALESTRO:

questions?

MEMBER
emphasize what Mr
a fundamental dif

4C versus the Pe

g regulations. 35.1000 1is a

which means that the agreement

what we say in the
gy can create their own licensing
mg conditions, and license --

ARTIN: I apologize. I forgot that

LOCK: It's quite all right.
Any other comments or
SUH: So I want to

just just

Michael Sheetz said. So there are
ference between the Model B, C, and

Hfexion and the Icon system. I've

had 21 years experience with the Model B, C, 4C
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Perfexion and T
assessment. The [
Model B, C, or 4
lumping those twg
changes we make
requirements.
CHATIRMAN
MEMBER
question. If you
used all these bagy
you have to acty
ones and somebody]
done?

MEMBER §

on the table at

important that I was there.

we have made with
oximeter on every]
when you have a
through cameras, [
The last thing I
out of the maching

So we hg
when you talk abot

these that you do

181

Com . I fully agree with his
con and Perfexion is safer than the
C, so I feel very comfortable in

units together in terms of any

in terms of physical presence
i PALESTRO: Mr. Ouhib?
OUHIB: Yes. I Jjust have a

could recall the fact that you have
ically, looking back, how often did
hlly intervene in these different

else couldn't do what needed to be

UH: So I've had two patients seize

11:00 at night. So, yes, it was
One of the changes that
our practice is that we put a pulse
single Gamma Knife patient because
long treatment you monitor them
rou hope the patient is doing okay.
want to do is have a patient come
> and they were not okay.
ve -- and it goes back to, I think,

t training and experience, the more

and I've had the opportunity to do
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thousands of thelL cases, you just get an inherent

sense of what you
why I'm just a b
training and exper
to Elekta's crediq
it's very regimen
experience that'sg
went from a Model
you go to centers
which I think is
understand it.

And, ag
there big differsg
big differences,
helpful.

CHAIRMAN
comments? Mr. Bg

approve the reporl

MR. BOL
MS. HOL(]
again. Before th

on the report, if
Ouhib and Dr. Suh
had to go back to

look up on the g[l

should and shouldn't do. So that's
ig believer that when it comes to
ience -- one of the things you said,
, when it comes to the Gamma Knife,
ted in terms of the training and
required. So as these units, you
C to a 4C to a Perfexion to an Icon,
to learn how to use that device,
a very good model of how do you
ain, the machines themselves, are
hces? You could argue there's not
but that extra training is very
{ PALESTRO: Any other questions or

llock, does the committee needs to

, endorse the report?

LOCK: Yes.
DAY: Dr. Palestro, this is Sophie
e committee makes a motion to vote

I can kind of respond to what Mr.

just discussed about how often he's
espond for an emergency. If you'll

ide, number two, while it doesn't
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say the AU necessfg

under the supervi

183
rily, it says an AU or a physician

sion of an AU who has been trained

in the operation @nd emergency response for the unit.

So this is a physg
a medical emergel

training to know

ician who should be able to handle
ncy, but they have the necessary

how to operate and perform in an

emergency responsg capacity for the unit.

So just
Thank you.
CHAIRMAN
MEMBER (}
that question, I
differences betwe
requiring more af
the technology is
CHAIRMAN
MEMBER
trying to move, I
for all these de
Rather than calli
is there a way to (

that would allow

to remind the committee about that.
{ PALESTRO: Mr. Ouhib?
UHIB: Yes, the only reason I asked
just wanted to see some of the
en these units and some might be
tention than others based on where
basically.
i PALESTRO: Mr.

Green?

EREEN: Is there a way to, this is
think, from a 35.1000 into a 35.600
vices and capture future devices.
ng them them out by model numbers,

lescribe attributes of these devices

you to designate certain physical

presence requiremgnts without naming names and model

numbers?

MR. BOIL

LOCK: That's exactly it. And we
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want to be able

Icon or Perfexiagn

everything else you get 600.

We do everything

regulations and

that consistency 1s built on the safety of it.

why I brought up
from early discu

know, my understa

have these featunyes that help do that.

you know, we want|
the working groug
with incurring wi
is clear because
will carry that d
Gamma stereotacti
can be consistent

the same way as D

That's
get, so that's &3
there. 1It's just

and I believe it

consistent with

types of, 1if you

184

HHo not have it say, 1f you have an

you get this and if you have
We try to be consistent.
we can to be consistent in our
Hqonsistent with our licensing, and
That's
I believe this is there. I mean,
Hsions with Sophie and other, you
Nding of these devices, I think they
And that's,
to make sure, and this will be for
to make sure if I am comfortable
th it and getting it out, that that
that's what will make, that's what
pnsistency across for any of these
@ radiotherapy units, right? So we
so Sophie's group is looking at it
r. Tapp's group.

what, that's all we're trying to
xactly the point. I think it is
, you know, one of those features,
's there but we just need to be
vthat those are. If you have these

have this feature, this feature,

this feature, thig feature, you can do, if we're going

cou
(202) 234-4433

NEAL R. GROSS

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 have separate
are the things thyg

And I g
take it -- I don'f

- is all the Ga

185

hysical presence requirements these
t make you do that.

nderstand Mr. Sheetz's point, as I
want to put words in your mouth -

a stereotactic units should have

something -- you d
burdensome with
physical presence
MEMBER
MR. BOIL
enough point. Fg
different, it can
been doing is chg
two because they
it's because

new,

have to go back

on't agree or you think it's overly

the current 600 requirements for
is that correct?

That is correct.

HEETZ:

LOCK: Okay. And that's a fair

r us, 1f we are going to make it
't, that's essentially what we've
nging all the rules just for these
re new. It's not because they're

they have other features or we'd

through a rulemaking process. We

have to be consisftent in what we do.

CHATIRMAN

I PALESTRO: Any other comments or

questions? Mr. Sheetz?

MEMBER §
to make sure I ung
to move the Perfe:
would require --

MR. BQ

rulemaking, and th

HEETZ: Yes. I guess I would like

erstand correctly. If you're going
ion and Icon back into 35.600, that
LLOCK: It

would require a

en that would be the opportunity to
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MEMBER

eliminate a lot off

186

SHEETZ : And so you would have to

the prescriptive safety procedures

and spot checks @nd so forth that are currently in

there.

MR. BOL{l

MEMBER {

LOCK: That's exactly what we --

HEETZ: And then you would have to

account for all the new types of Gamma Knifes coming

down the line and

MR. BOLl
MEMBER
MR. BOLl

that and then hay
out there.
MEMBER
35.1000, and I th
to come up with a

to cover all 1

what they will do.

LOCK: Right. We can't say --
PHEETZ : I guess my recommendation
LOCK: -- and different things like

e it cover all the units that are

SHEETZ: I guess I'm a fan of

ink that would be very challenging
useful set of regulations in 35.600
Gamma Knife

urrent and future

stereotactic unitfg.

MR. BOL

That would be --

MEMBER {
subcommittee.
MR. BOLI

LOCK: And that would be the goal.

HEETZ:

Please don't put me on the

OCK: That would be the goal of any

NEAL R. GROSS

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

changes to 35.60(

make

it be ablg to
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is to make it not so specific to

account for all the Gamma

stereotactic radipptherapies, not any specifics. And

there are specifi
clear and there's

CHAIRMA|
questions? Ms. H

MS. HOI
mentioned my favo
a suggestion, si
Bollock has posed
would it be that
requirements shoy
Gamma Stereotact]
ACMUI consider fo
question? Obvid
Similar to a tail
a subcommittee to
staff is ready t
that we already I
on the record.

CHAIRMA]
questions on that

MR. BQ

discretion of th

ds. There are differences, and it's
a basis for that. That is all.
N PALESTRO: Any other comments or
pliday?
[DAY : So because Mr. Sheetz just
Hite word, subcommittee, might it be
nce this 1s a question that Mr.
to the committee about what exactly
you believe our physical presence
ld be so that it can apply to all
c radiosurgery units? Should the
rming a subcommittee to review this
usly, we don't know the answer.
ored T&E approach, should there be
look at this as well? So that when
1 pursue this in future rulemaking
leve the committee's position noted
N PALESTRO:

Okay. Comments or

LLOCK: That would Dbe at the

i)

g -- this is Doug Bollock. That
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would be at the diiscretion of the committee.

188

If you

feel it's importgnt enough to review now and form a

subcommittee, thalft

purviews.

CHAIRMAN PALESTRO: Ms.

you r
this established
MS. HOILj

to your discreti

Suh's subcommittele did,

existing 35.1000
for now because w

So as t
prerogative
subcommittee, if

to throw that out

CHAIRMAN

guidance.

when|| you

is well within your rights and

Holiday, let me ask

is this somgthing that would start now or is

1in a subcommittee for the future?

IDAY: As Mr. Bollock said, it's up
nn . For the purposes of what Dr.
that is going to affect the
That's staying in 35.1000
e're very far away from rulemaking.
e chair of the committee, it's your
like to that

would start

you start it at all. I just wanted
as an item for consideration.
PALESTRO:

Okay. I think I'm

going to defer omp that for a moment until I've had

time to think abo

it more.

MS. HOL

CHAIRMAN PALESTRO:

MS. DINMICK:

Ht it a little bit and maybe discuss
IDAY: Absolutely.
Thank you.

So if I could add as you

think about it, the other value that it could have is

not just for a

rulemaking but for future 35.1000
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guidance document
current working
different, very d
group is going td
in those, and theg
they need, can th
the Perfexion/Icq
physical presence
rule?

So I ¢
thinking of what
provide where th
presence requiren
it's not just for
guidance document

CHAIRMA]
As I said, I want
I want to go over
have and do my be
of the committee,
multiple subcommi
the top of my hea

Any ot
right. there's a
the subcommittee'

cou
(202) 234-4433

189
5 for different GSR devices. The
yroup 1is actually working on two
iif ferent GSR devices and the working
have to address physical presence
2v'1]l need to have an idea of will
ey apply a criteria similar to what
n working group is proposing for
or will they need to follow the
in terms of

less, going forward,

safety barriers do the devices
gre could be a different physical
ent than what is in the rule. So
rulemaking. It could be for future
s, as well, for GSR devices.

N PALESTRO: All right. Thank you.

to think about it a little bit and
the number of subcommittees that we
st to avoid overloading the members
the ACMUI, with responsibilities on
Htees. I just can't think of it off
Her comments or questions? All
motion to approve Dr. Suh's report,

$ report. Is there a second?
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MEMBER
CHAIRMA]
discussion? All
Mr. Bol
to address today?
MR. BOL

CHAIRMA|

MS. DIMMICK:

come back to t}
Subcommittee, so ]
that would be gre
CHAIRMA|
MEMBER
subcommittee will|
required elementsg
adherence to th
actions to improwv
CHAIRMA|

acceptable to me,

the subcommittee.

MEMBER [BENNIS:

CHAIRMA|

MEMBER [HENNIS :

CHAIRMA|

liaison?

cou
(202) 234-4433
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$HEETZ: Second.

N PALESTRO: Sheetz. Any further

in favor? Any opposed? Approved.

lock any other business that we need

ILOCK: No, that is it.
N PALESTRO: Ms. Dimmick?
At some point, we wanted to
ne charge for the Medical Event
llff we could try to phrase that charge
at. Thank you.
N PALESTRO: Dr. Ennis?
ENNIS: I'll give it a try. The
review the appropriateness of the

of medical event reporting, the

lese requirements, and recommend
e reporting.
N  PALESTRO: That's certainly

and we already have the members of

We do.

N PALESTRO: And you will chair.
I will.
N  PALESTRO: All right. Staff
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MR. BOLLOCK: I got a volunteer. Ms.

the medilcal team leader, will be the staff

resource for that

will be

right.

CHAIRMAN PALESTRO: Okay.

Ms. Dimmick

staff resgource. Thank you very much. All

Any othern| business? All right.

adjourned until

all.

(Whereu

the record at 4:4

(202) 234-4433

cou

B:30 tomorrow morning.

8 p.m.)
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