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MS. LOPAS: Hi, everybody, good morning.
Welcome to the|| Nuclear Regulatory Commission's

webinar to accept

of training and ex

categories of radl

This
meetings/webinars
I want to remind

ends a week from

My nal

of the NRC's Medi
part of the Med
Branch in the NRC’

and Safeguard.

I'm ¢

training experi

facilitating todaf

presentation.
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who is a health
Radiation Safety
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Maryann will be
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comments on the Staff's evaluation
perience requirements for different
lopharmaceuticals.

last of four

is our public

that we've had on this topic. And
everybody that our comment period
roday on Tuesday, January 29th.

ne is Sarah Lopas and I'm a member
ral Radiation Safety Team, which is

cal Safety and Events Assessment

5 Office of Nuclear Materials Safety

he project manager for the NRC’s

rnice evaluation and I'11 be

y's webinar and giving part of the

re to help me out is Maryann Ayoade,

physicist in the NRC’s Medical
eam. And she is the technical lead
and experience evaluation. So

iving part of the presentation as

NEAL R. GROSS

R

WASHINGTON, D.C. 20005-3701

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

well.

We h
webinar. I'll
information about
will go through 1
information on
experience evalug

Federal Register 1

29 and then we're

ave a short agenda for today's

just Dbe over some basic

going
the webinar and then Maryann and I
5 slides that will cover background
evaluation on

the NRCs training

tions, we're going to discuss the

Notice that was published on October

going to cover how you can provide

your written comn
if you would like
Then
lines to take you
type questions vy
guestions or cormmg

keep an eye on th

The
twofold. It's to
on the staff's

tailored training
administering
radiopharmaceutic
is required.

And

regulations in

10 CFR Part 35.

ents by that January 29th deadline,
to provide written comments.

we're going to open up the phone
r comments and any kind of process-
qu have. And you can also submit
qnts via the webinar software. I'll
at.

purpose of today's webinar is
provide you background information
planned evaluation of developing
j and experience requirements for
different categories of
for which a written directive

Qals,

that's 1in accordance with vyour

And those are
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regulations for m

And

n

Part 35,

written directive

And

we're here 1is to

on the evaluation|

from the medical
other stakeholde]
making on whet

experience requir

And ¢

today, orally ovsg

you get them in.
by regulations.go
And 1
that a couple mor
So,
today, I want to
the webinar that'
our slides. You
schedule web pag
today's meeting,

meetings listed-t

If vyd

which ¢
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tdical use of byproduct material.
pecifically, under Subpart E, of
overs unsealed byproduct material
required.
ost importantly, the reason why
listen to and record your comments
So, the comments that we received
rommunity, the agreement states and
s, are critical to our decision

ler our existing training and
rments should be revised.
o, if you don't provide comments
r the phone, just please make sure
You get your written comments in
r by January 29th. That due date.
'll be going over how you can do
> slides from now.
for general webinar information
iote that if you aren't logged into
okay, there's a couple ways to get
ran either go to our public meeting
e and that provides-if vyou find
which should be one of the top
lere's a link to our slides.

b1 go to the NRC’s T&E website, if
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you just

evaluation, '’ tha
And there's a 1ij
down the page and

So, t
our slides if yol
webinar.

Today]

evaluation of tr

certain categorie

likely going to rs
as T&E for short

authorized users,

authorized to ag
AUs.

So th
today.

And t

by a court reportf
webinar will be |
and a half or so

turned around a 1]

deadline. TI'll t
And 1
NRC's agencywide

Google

N
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“'NRC training and experience
t will bring up our T&E website.
k to today's slides if you scroll
look for today's meeting as well.

nere is a couple of ways to get to

're just listening in without the

we're going to be discussing our
ining experience requirements for
s of radiopharmaceuticals. We're
fer to them as, training experience,

And also, we tend to refer to
which are those physicians who are
minister radiopharmaceuticals, as

bse are some terms that you'll hear

pday's webinar is being transcribed
er. And a full transcript of this
ublicly available in about a week
Or maybe we might try to get it
ttle bit quicker before the comment
ry to do that for you all.
t's going to be available in the
Access

Documents and Management
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System, that's AD
this transcript o
website. It will
And v
that we have for
that T&E

regulations.gov.
On r

(NRC-2018-0230),

supporting documg

the meeting sumn
interested in wh
meetings.

And I
that are spoken hd
since they are be
written comments |
if you've spoken

like typing it i1

afterwards, that'
it today.

So, r
mode . And as Ce
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\AMS. And I'll be posting a link to
1 the NRC's training and experience
also go up on regulations.gov too.
pu can find all of the transcripts

our past three public meetings on

te as well. And also on

rgulations.gov, under our docket

there is a category called

nts. And that's where I've listed

hries and transcripts, if vyou're

at people have said during past
do want to say that all the comments
re today will make it on our docket
lng transcribed. And that oral and
ave equal weight. So if you don't,
your mind today and you don't feel

or sending it by regulations.gov

perfectly fine because we will get

ght now everybody is in listen only
lric mentioned, when Maryann and I
rtation, that's when I'll be opening

And all you have to do is press
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star-1.

And T

need to make sury

clearly state you

maybe spell it ollt for our court reporter.

vitally important

SO no
over to Maryann
regulations and g

MS. 12
Good morning, eve

Today]
an overview of
experience for r3
directive, some bi
concerns received
efforts on the ev

So, t
and experience f£qd
written directive
E. These trai
provide three p

authorized to ad

require written d

A physician can be

'll remind everybody that you do
¢ that you introduce yourself and
r name. And if it's a tricky name,
That's
so we know who is saying what.

W I'm going to hand the presentation
so she can talk about our T&E
1ve you some background.

AYOADE : Great, thank vyou, Sarah.
ryone.

I will be presenting information on
the regulations on training and
diopharmaceuticals requirement and
jckground on the related stakeholder
for this evaluation and the NRC's
@luation thus far.

he current regulations on training

r radiopharmaceuticals requiring a

are under 10 CFR Part 35, Subpart
ming and experience requirements
Hthways that a physician may be

minister radiopharmaceuticals that
lrectives.

authorized to
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administer these
certified by a
certification pro
agreement state.

A phy
they've satisfied
ultimate pathway,
700 hours of trg
minimum of 200 |
training in rele]
regulation. An|
experience in th
regulations.

A phy
they have been pré
user on an NRC or

So,
evaluation is focy
the NRC staff are
and experience
administration
radiopharmaceutic
what we will be re
user status.

Next

d
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radiopharmaceuticals if they are

medical specialty Dboard. This

ress 1s recognized by the NRC or an

sician can also be authorized if

the training requirements wvia an

which includes the completion of
ining and experience, including a
ours in classroom and laboratory
ant topic areas as listed in the
hours of

i 500 supervised work

relevant areas as listed in the

sician can also be authorized if
viously identified as an authorized
agreement state license or permit.

this training and experience

sed on the alternate pathways. And

looking into what tailored training
limited

requirements, for

of certain categories of
1ls would look 1like. And that is
Fferring to as an admitted authorized

lide. 1In Subpart E, there are four
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sections that ps
requirements.

The £
for training for
in Subpart E.
directive.

The 9
training for oral
131. Requiring
less than or equa

The ¢t

training for oral

131. Requiring g

greater than 33 m
And
35.396, for
administration of
the written direc
I war
sections of trai

pathways for an s

already listed on

10

rtain to training and experience

ilrst section is under 10 CFR 35.390,
the use of all radiopharmaceuticals
All of which require a written
rcond 1s under 10 CFR 35.392, the
administration of sodium iodide, I-
n writing directive in quantities
1 to 33 millicuries.

hird is under 10 CFR 35.394, for
administration of sodium iodide, I-
he writing directive in quantities
1llicuries.

in 10 CFR

Hhe fourth section is

fraining for the parenteral
any radiopharmaceuticals requiring
tive.

It to point out that all of these
ning and experience, include the
sxperienced authorized user that is

a license. Also, all the sections,

except for 10
experience under

pathways.

JFR 35.396, 1include training and

fhe board certification and ultimate
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Howev
exclusively under]
really for the ra
to become authori
completing some
experience.

I als
training pathways
for the physician
of classroom and
type of wuse fo
authorized.

Where
under 10 CFR 3
successfully com
experience, which
laboratory traini

Next
background inforn]
have been receiv
experience requir

Since
experience requiry
stakeholders haveg

of some of the

11 which they are

11
er, 10 CFR 35.396 is for training
the ultimate pathways. And it is
diation oncologist that are looking
zed users. And they can do this by
additional hours of training and
b want to point out that ultimate
under 10 CFR 35.392 and 394, 1is
s to successfully complete 80 hours
llab training that is relevant to the
seeking to be
as, ultimate

training pathways,

5.390, 1s for the physician to

olete 700 hours of training and

includes 300 hours of classroom and
ng.

slide. So, this slide provides
ation on stakeholder concerns that
ed related to these training and
gements.

the revision to the training and
ements in 2002, and again in 2005,

raised concerns about the effects

requirements on patient access to
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certain therapy r
Speci
have asserted thg
CFR 35.390, is ov
are not certified
that the extensiy
shortage of authg
patients access t
As a
separate efforts
Committee on the 1
as the ACMUI, indgd
experience requ]

authorizes under

Speci

S

1

R

§

i

Vi

d

t

n

D

1

q

N

1

12

tlated pharmaceuticals.
fically, some of the stakeholders
t the 700 hour requirements in 10
rrly burdensome for physicians that
by a medical specialty board and
e requirements have resulted in a
rized users. Which thereby limits
b radiopharmaceuticals.
result, in 2015 and in 2016, in
rto NRC Staff and the NRC's Advisory

edical uses of isotopes, also known

pendently reviewed the training and

rements for the medical uses
bubpart E.
fically, the NRC Staff has reviewed

the regulatory basis and comments received on past

rulemaking relats
materials and dig
that will call int
requirements.

As a
disclose any chan
And the NRC Staff
in this ongoing

effort.

)

t

Cou

(202) 234-4433

1 to the medical use of byproduct
not identify any new information
b question the basis of the existing
result, the NRC Staff did not
jes to the regulations at the time.

is continuing to work with the ACMUI

rraining and experience evaluation
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Next
requirements memg
that is publicly ¢
that is referend
directed the NRC
sense to establig
requirements f
radiopharmaceutic
category should b

So,
radionuclides oz
evaluates what
requirements wou
evaluate whether
on hours of train
competency.

Next
Commission direct
from some medics
April and May of

That
analysis and the

training and expe

10 CFR Part 35, w

which i1s the SECY|

13

slide. As part of the Staff

randum dated August 17, 2017, and
ivailable in ADAMS via the hyperlink
¢d on this slide, the Commission
Staff to evaluate whether it makes

h tailored training and experience

T different categories of

als. It also evaluates how this

¢ determined.

such as the risk posed by
by delivery method. It also
the training and experience

ld be for each category and to
those requirements should be based
1ing and experience or focus more on
slide. In rzresponse to the
ilon, the NRC Staff obtained feedback
I and regulatory stakeholders in
2018.

evaluation, including the NRC Staff
feedback that was received of the
rience requirements in Subpart E of

ds documented in an NRC SECY paper,

18-0084.
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The r
that it may be fea
and experience reg
of radiopharmacel

authorizing the a

of radiopharmace

authorized user s
It al
options for creat
demonstrate acces
limited authorize
Staff does need tq
stakeholders in
agreement states
before making a r
And t
evaluation to dat
Sarah, who will
efforts and how vy
MS. L
end product of tH
paper that we're
Commission.

And t

results of our €

14

esults of that evaluation concluded
sible to establish tailored training
quirements, for different categories
iticals and to create a means of
dministration of certain categories
uticals, which is the 1limited
tatus.

5o concluded that there are viable
ing a competency-based approach to
sible training and experience for a
1 user status. But, however, the
N conduct more extensive outreach to
the medical community, to the
and to other members of the public,
ecommendation to the Commission.
hat is what brings us to our current
€. I will now hand it back over to
evaluation

discuss our current

du can participate. Next slide.
OPAS: Thank you, Maryann. So, the
le NRC Staff's evaluation will be a

going to send to our five-member

hat paper is going to document the

Valuation. Which would either be
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maybe recommendir
options for poten
And,
will also have
rulemaking plan.
On th
this is a simplif
we're going to
recommendation t
illustrates why 4
to this effort bdq
that we receive o
our Federal Regis
recommendation to
And (
from our coordin
Agreement States,

the Medical Uses

mentioned earlier

In a
from--

(Tech

MS. L
the ACMUI, the NR

of patient accesg|

15
Iy no changes or recommending some
tial changes.

1f we do recommend some options, we
to accompany that paper with a
Wis slide, we're on Slide 11 now,
1ed diagram of the information that
consider

in our development of a

® the Commission. The diagram
nis comment period is so important
cause, in large part, the feedback
m the questions that we've asked in
ter notice, are going to inform our
the Commission.
ther important feedback will come
ation with our co-regulators, the
and the NRC Advisory's Committee on
of Isotopes, ACMUI as Maryann had

dJdition to the inputs we receive

mical interference)
OPAS: -- the Agreements States and
¢ Staff is also examining the issue

So, we are currently attempting
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to map NRC licens
Part 35.300 mater]
These
potentially
radiopharmaceutic
those. And ther
individual states
The N
agreement states
about 13 states &
We a
request for infox
their information
(Tech
MS. 1
well. So that wdq
more complete of
(Tech
MS. I
on how many Agreef

to us and help us

I wil

bit right now wi

request to the Ag

reviewed and appr

e planning to

16

¢es that are licensed to use 10 CFR

1als.

are licensee facilities that could
offer these therapeutic
@ls. So, we're going to be mapping

4 will be a series of maps of the
for the data that we have.

RC only has access currently to non-
- - our licensees. And those are
t the moment.

issue a voluntary
mation to the Agreement States for
on --

mical interference)

LOPAS : -- for these therapies as
uld hopefully give us a little bit
@ picture of the --
mical interference)

DPAS : -- United States, depending
nent States are able to respond back
out with this data.

I note that we are stuck a little
th that request. That voluntary
It does need to be

reement States.

tved by the Office of Management and
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Budget.

And ¢
is closed due tg
So, at the moment
hope that that 14

States --

17

he Office of Management and Budget
the partial Government shutdown.
But I would

we're kind of stuck.

tter would go out to the Agreement

(Techmical interference)

MS. I
after the partial
(Tech
MS. L
The o
to look at are -
experience requil]
effort to ben|
international co
training and expe
And t
an extensive revi
NMED database.
Database. NMED
with nuclear mat
events have a nex

So, W

those events to s

DPAS : -- maybe two to four weeks

shutdown ends and --

mical interference)
OPAS: -- everything goes back up.
ther things that the staff is going

we're reviewing our training and

nements in other countries 1in an

¢hmark what other, what the

hmunity is doing with regard to
rience.

lhen we also are reviewing - - doing
ew of recent medical events in our
Events

The Nuclear Materials

ils our database that covers events

D

grials - - to see 1if any medical
Wws to training and experience.

¢ have to dig a little deeper into

ee if we can get to a root cause of
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training and exg
additional thing
additional things

In ad

(Tech
MS. I

ACMUI and the Agr

So, i
(Tech
MS. 1

that we would nee
in a rule making g
the proceed to vo
And 4
we would move fory
effort. And if
Commission approy
extensive rulemal
familiar with.
And 1
this process so ¢
And where we &g

information gathe

(Tech

18

rrience. So, those are the two

that we're 1looking at. Three

Ul

we're looking at.

dition to evaluating your comments

mical interference)

OPAS: -- and what we hear from the
geement States.

t's important to --

mical interference)

LOPAS : --

is to our regulations,

d to document, again, document that

llan. And then our Commission would
te on that rulemaking plan.

hat would determine whether or not
ard with another Part 35 rulemaking
rulemaking is recommended and the
that would then start our

es it,

ting process that many people are

am highlighting where we are in
rwerybody understands where we are.
re 1is that we're still in the
ring phase. We --

mical interference)

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

MS. I
we're really at t
really get all, u
and we get everybd
to really digest
states --
(Tech
MS. I
I just wanted to
Next
Register notice.
Monday,
can be accessed b
And T
are some handouts
you click on th
webinar, you'll sg
that you can down
I ha
referenced from 1
(Tech
MS. L
the Federal Regis
of those document

(Tech

October 2

I

if

t

if
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DPAS : -- kept in mind, you know,

e beginning of this. And until we
1til the public comment period ends

dy's comments in and we get a chance

them and we hear from the agreement

1ical interference)

DPAS : -- a path forward yet. So,

righlight that.

s1ide, Slide 12, covers our Federal

So, that was published back on
9th. The Federal Register notice
r this link.

also want to point out that there

attached to the webinar. So, 1if
little handouts button on your

e, I believe, a copy of these slides

load 1f you want.

re the SECY paper that Maryann

1st August --

1ical interference)

PAS: -- And I also have a copy of

er notice. So you can download all

5 from the --

1ical interference)
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MS. L
Register announce
a week from a tod

And
Register notice 4
the NRC would 1ikg
community.

So,
guestions in ths
everybody some c
that we're lookin

But t
public comments 4
minutes. So, w
questions later g
don't worry, I'm
comments now, oY
context into what

So, S

the FRN.

So,

training and expe

questions so that

through the wholg

these questions -H

(

q

L

()]

]

1

\J

q
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DPAS: -- webinar. So, the Federal

i the comment period. It ends on,
'y on Tuesday, January 29th.

most importantly, the Federal
sks a series of questions on which
specific input on from the medical
'm going to read through those

next four slides just to give
ntext of kind of the information
y for.
hen, we will be opening it up to
fter I'm done here in a couple of
can certainly walk through the
n or however we want to do it, so,
just going to read through the
the gquestions now, to put some
we're looking to get.

Questions in

lide 13, here we are.

art A was asking about tailored
ience. And these aren't all of our
's why I do encourage you to read

FRN, there's a lot of subparts to
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(Techmical interference)

MS. I
that I've attachs
them maybe durin
meeting.

Quest
obtaining AU stalf
they adequate £
safety?

Quest
tailored T&E path
way to categorizd
T&E requirements?

Quest
required of physi
to have the s3
physicians seekin

Quest
for this fundamen
category of radio

Slide
of medical specis
medical licenses
recognizing the m

medical licensee

LOPAS : -- You can review the FRN
td to the webinar and read through
g the comment portion of today’s
ion 1. Are the current pathways for
Hus reasonable and accessible, are
®r protecting public health and
ion 2. Should the NRC develop a new
way? What would be the appropriate
| radiopharmaceuticals for tailored
ion 3. Should the fundamental T&E
Hians seeking limited AU status need
ime  fundamental T&E required of
g full AU status?

ion 4. How should the requirements

Hal T&E be structured for a specific

pharmaceuticals?

14 goes over the NRCs recognition
ity force. And if you Google NRC
toolkit, these procedures for

edical specialty boards are on that

toolkit website. But, what boards,
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other than those
could be consider]
under 10 CFR 35.
American, or the
are, American Bo
Board of Radiolo
Radiology, Cer
Endocrinology.
And
specialty board r
not, what additio
Slide
(Tech
MS. L
may or may not |
patient access.
So, i
AUs for medical u
the shortage assq
radiopharmaceutic
Are g
an inadequate num
Do ci

requirements unnsg

procedures involv

22

already recognized from the NRC,
@d for recognition for medical uses
300. And those other boards are,
boards that we currently recognize

ard on Nuclear Medicine, American

Ay

7y, American Osteopathic Board of

dification Board of Nuclear

Hwo, are the current NRC medical
ecognition criteria sufficient? If

mal criteria should the NRC use?

15 goes over the patient access --
mical interference)
OPAS: -- perspective of folks that

e impacted by our regulations on

s there a shortage in the number of
ses under 10 CFR 35.300? If so, is
nciated with the use of a specific
al?

here certain geographic areas with
Iber of AUs?

Hirrent NRC regulations on AU T&E

tcessarily limit patient access to

1ng radiopharmaceuticals?
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And,
requirements uni
development in nu

And
guestions about,

(Tech

MS. L
that and say that
perspective of fo
what are the imp
regard to patient

You
physicians that, )
there are plenty
heard from some
we're having hard

So, t
like to hear.

important to incl

And

general question
experience reguld
of in an effort

transformatively

regard to trainin

23

do current NRC regulations on AU T&E

Necessarily limit research and
¢lear medicine?

re have gotten some feedback or
why is the NRC asking --

mical interference)

OPAS: -- this? And I would answer
you know, we are interested in the
lks that are out there doing this -
dcts that people are noticing with
access?
know, we have heard from some
lo, there is no patient access issue,
of AUs out there. And then we've
bther industry folks saying, ves,
time finding AUs.

hat's the kind of feedback that we'd
And that's why we thought it was
wde in the FRN.

hen Slide 16 are questions, just

$s about the NRC's training and

rions as a whole. These are kind
to, for us to kind of maybe look
with

at our medical regulations

g and experience.
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So, Q
the T&E of physic

Are g
regulatory framg
non-safety relate

And
regulatory approa
adequate protect]
general public,
subjects?

So, 1
like I said,

underneath each d

encourage you td

notice.

So,
important detail
comments. So, 1

week from today
will stop accepti
So,
regulations.gov?
www.regulations.g
popup right at t

2018-0230.

24

westion 1. Should the NRC regulate
lans for medical uses?

here requirements in the NRC's T&E
Bwork for physicians that are
ql?

how can the NRC transform its
¢h for T&E while still ensuring that

obn 1s maintained for workers, the

patients, and human research
hose are all the questions. And
there's multiple sub-questions

ne of these questions, so I really

check out the Federal Register

this slide just gives vyou the

s about submitting your written

ilke I mentioned, January 29th, one
Ht 11:59 p.m., the regs.gov portal
mg comments.

comments to

how do vyou submit

Well, vyou simply just go to
®v and there's a search bar will
lhe top and you just type in, NRC-
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And t
T&E page, docksg
explanatory on su
This
the side is just
so that will get
I do
Friday regulation
half a day. Y|
regulations.gov.
And
shutdown affecti
Protection Agel
regulations.gov.
It di
don't know, half
I've been told,
remain up and runi
period, through J
Now,
submitting your d
go to log on and
for some reason, |}
That

Maryann.

acceptable.

25

hat will just bring you right to the

. page. And it's very self-

bmitting comments.
ils also, that second bullet there on
the direct link to submit comments,
you there as well.
last

want to note that, let's see,

s .gov, I think, went down for about

du could not access anything on

it was related to the Government
ng a portion of the Environment
cy, which actually manages

But it is back up and running.

@ come back up and running about, I
way through the day on Friday. And
I've been assured that it should
1ing through the rest of the comment
Anuary 29th.

1f you have any issues at all with
pmments by regulations.gov, if you
you can't get to it, it's shutdown
fou can email your comments to me or
that's

is no problem, perfectly
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And t

for some reason

between now and January 29th.

regulations.gov a
I'm nervous about
Except for that
Thursday that it

So, m
contact informati
slide, so you'll
sure that everybo
to me is a perfeq
isn't working.

I do
your comment on r
see it posted rig

But 1

getting it so do

confirmation that

And we receive th

It Ju
administration, 4
to pull it down o
our ADAMS system

ADAMS, and then ws

26

hat's going to be the work around if
regulations.gov shutdowns anytime
But I've been checking
few times a day, every day because
about it, and it's so far so good.
one Friday. Or, I think it was
@actually went down.

v contact information and Maryann's
pn will be in the slide, the next
see that. But I just want to make

Jy knows that emailing your comments

tly fine option if regulations.gov

want to note that when you submit
egulations.gov, you're not going to
ht away. It takes a few weeks.
will, I promise you that we are
n't worry. It sends you a little
your comment has been received.
em .

st takes a, we have an internal
n admin type process where we have
ff the regulations.gov, put it into

so your comments will also be in

re-post it back on regulations.gov.
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So that's why it
At th
going to be comp
them, reviewing 4
And we'll be putf
that will be atty
the Commission.
summarize everyth
And T
is not a rulemakirs
individually to c
inform us. So we
to your comments.
Okay]

just next steps,
So th
And then i

29th.

be evaluating

27

takes a little bit longer.

1]

14 end of the comment period, so we're
iling all the comments, organizing
hem and we'll be summarizing them.
ing together a nice summary report
ilched to the paper that we send to
And the summary report will
ing we've heard from everybody.

do want to note that because this
lg, so we aren't going to responding
omments, the comments are simply to
aren't going to be responding back
next slide is Slide 18. These are
o this is just a basic outline.

e comment period ends on January
m February and March we're going to
your that

comments, reviewing

additional inforn

You K|
doing the pat
international ben
radiation safety
to getting a draft

on T&E, so hopefy

ation that I talked about.
mow, conducting the patient access,

llent access maps, looking at
chmarking and accepting medical and

events. We'll be looking forward

| report from the ACMUI subcommittee

L1y we'll get that in mid-February
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or so.
I wil
T&E website. An
NRC's medical Lisg
will be having a
to discuss their
So th
many of you that
keep an eye out fq
It wi
website. It will
will go out via oy
going to be happe
that.
And t
ACMUI and the agrd
that draft paper
There will be and
comments on our d
So, a
on the medical Li
that is going to
And 4
hopefully delivexq

the fall. The F3

28

1l encourage folks to check out the
d if you aren't signed up for the
tserv please do that as well. We
ublic teleconference with the ACMUI

draft subcommittee report on T&E.

bt may really be of interest for
has been on these webinars. So,
jr that. It will be on our website.

l1 be on the NRC's public meeting

be noted there. And also, a note
r medical Listserv about when that's

ming and how you can participate in

hen, once we do our draft paper, the
ement states will both get to review
and send us back their comments.
ther ACMUI teleconference on their

raft sometime in the summer.

Ll

fain, you would just keep an eye out
stserv and the websites to see when
happen.

hen we will finalize our paper and
it to the Commission sometime in

1IL1 of 2019. So that's our general
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schedule.

[

So,
Slide 19. I rea
website there.

that dock

page,
comments that the
So 1
through some comi
far. I also have
and transcripts t
And
guestions, you cai
As the PM I kind
process type ques
But
Maryann Ayoade.
project, so regul
technical questio
And t
before we open ug
everybody that, a
court reporter sd
T&E docket, so pl

Maybe spell your 1

And speak clear.

29

flor more information, next slide,

1y encourage you to wvisit the T&E
Like I

said, the regulations.gov

et page, that shows everybody's
v've submitted to date.

[ you're interested in reading
nents that people have sent in so
been posting the meeting summaries
here.
Hhen of

course, if you have any

n contact me at sarah.lopas@nrc.gov.

of can talk you through the more
tions.

[ encourage you to reach out to
She is the technical lead on the
llation type questions or have some
ms, she is who you should go to.
hat's it for our presentation. So,
the phones, I just want to remind
dain, we're being transcribed by the
| we can accurate comments for our

ease being by introducing yourself.

iame if you think it's a tricky name.
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You (¢
just go ahead and
jump in. And thdq
guestions and cor
guestion function
on that. And I
you.

So, g
go to Cedric, if
pops on the line?

THE O
like to ask a qu
your phone and red

MS. I
comments.

THE Q
questions in queu

MS. I
is your last, th
public, so, if vyd
us how you feel, {1
do submit your d
written comments

So, 7J

little shy, you

30
'an press star-1 at any point, so
press star-1 if you already want to
n you are also free to submit your
ments via the chat function or the
on the webinar. 1I'll keep an eye
¢an certainly read those aloud for
tar-1 on the phone. And I'll just
you can just let us know if anybody
PERATOR: And also,

Sure. if you'd

estion, please remember to un-mute
brd your name clearly when prompted.
DPAS : Star-1 for any questions or
PERATOR:

I'm currently showing no

S

14

DPAS: All right, everybody, this
is is your last time to shine in
u want to get on the line and tell
his is it. Otherwise make sure you
bmments by regulations.gov. Your
that is, by January 29th.

ust press star-1. Or if you're a

¢an type it into the webinar, and
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I'll read it alou

THE (¢

comes from Ben Gr

DR. G

31

PERATOR : And our first guestion
eenspan. Your line is open.
REENSPAN: Thank you very much. My

name is Dr. Ben Gr
The b
think the NRC shot
authorized users
approved board cs
reduce the requir]
I thi
not only the
submitted by ths
curriculum by th
features that I t
want to read all
But I
users to have the
which agents they
be a whole range
sort of diffe
characteristics 4
And i
radiation safety

receive these r

genspan and I'm representing myself.
ottom line of my comments is that I
H1d not make a separate category for
for people who haven't gone through
rtification process and should not
gements.

nk that physicians need to master
curriculum

previously submitted

SNMMI, and I know there's also

¢ ACMUI, and the number of other
hink I'll send in writing. I don't
this here.

think it's important for authorized
full range of competency no matter
/1 are using. And there's going to
of agents in the future with all
rent types of features and
md risk factors and so on.

H's also important to understand the
aspects and logistics of how we
and how

adiopharmaceuticals they
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dispose of waste

I als
evidence that th
authorized wusers|
authorized wusers
authorized users
authorized users.

And T
problem, I think
medical oncologis
these procedures|
themselves withou
really unacceptab

Anoth
make is, that I ¢
provide documentd
number of hours.
do that.

One 1
boards, with mair
is accreditation
are involved wi
medicine and radi

And c

board exams, sud

32

and all that.
9 wanted to say I do not know of any
¢re 1is an insufficient number of
Nuclear medicine physicians are
nuclear

many radiologists are

and many radiation oncologists are
don't think, as a patient access
the major issue here is that many
ts are not referring patients for
And now they want to give them
t any training, and I think that's
le.
er thing, another point I wanted to
hink competency is a better way to

tion of expertise rather than the

And there are a number of ways to

5 certification by the appropriate
lkenance of certification. Another
of the programs that these people
th, the departments of nuclear
gktion oncology or whatever.

ertification can be accomplished by

h as from the ABNM or the ABR.
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Accreditation car
setup very easily

And f
proficiency testi

to assess the deg

33

be accomplished, and that can be
hen you could also actually setup
ng, which would really be a good way

artment and the gqualifications and

expertise of the physicians.

And with that I think I'll quit, and I'l1l
send in some commgnts in writing. Thank you.

MS. ILPPAS: All right, thank vyou, Dr.
Greenspan, I apprigciate you calling in.

DR. GREENSPAN: Thank you.

MS. LOPAS: Okay. Cedric, do you have

anybody else on t
THE (
comes from Ralph
MS. L
MR. L
Ralph Lieto, I'm
for NRC Staff, in

proposed timeling

timeline taking 1

shutdown or 1is t

shifted back a 1i

Becau

shutdown and the

he line?

PERATOR : Yes. The next question
lieto. Your line is open.

OPAS: Ralph.

IETO: Yes, thank you. My name is

representing myself. My question

light of this big shutdown and your
that was in the slides, is this

nto account the delays due to the

he timeline is likely going to be

ttle bit?

se i1t seems like,

in light of this

n your attempts to get additional
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information, it 1

MS.
Ralph. This is S
So, t

shutdown impactin
see the partial st
NRC is fully fund
Like
is, that were beiq
is the Office of M
our letter to the
information reque
I don
our overall sched
course keep you p
The o
that I don't thij
Office of the Fe¢
moment . It is a
think of is it 1ig
register, we have
when we're going |
I might check witl

We mu

notice before we

34

ooks like it's overly optimistic.

[LOPAS : That's a good question,
arah Lopas.

NHis timeline doesn't account for the
g us at all. At the moment, I don't
rnutdown affecting us. You know, the

d.

Fany
\34

1 said, the only thing that kind of
g affected right now by the shutdown
anagement and Budget needs to review
Agreement States for that voluntary
sts going out to them.

't anticipate that delay impacting
inle to be honest. So, we will of
osted.

ther thing that I think is minutia,
nk really applies to much, but the
leral Register is shutdown at the
fifecting our, the only thing I can
affecting our ability, we have to
to notice to the Federal Register
Jo have an ACMUI public meeting, and
1, I have a lawyer here in the room.
st notice in the Federal Register

can have that meeting? I'm asking
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somebody in our rgom.

MR. IRVIN: So,

the Office of Gengral Counsel.

this is TIan Irvin with

I got to admit, that's

with another attoffney --

MS. LQPPAS:

MR. IRVIN: --

be noticed in the

Okay. Yes.
counsel, with what most

Federal Register.

MS. LQPPAS: Yes.

MR. IRVIN: But we have received some new
guidance --

MS. LQOPAS: Okay.

MR. IRVIN: -- about what we can publish

in the Federal Register.

MS. LOPAS: Okay.

MR. IRVIN: And we're still reviewing it.
We just received [that.

MS. IOPAS: Yes. So, Ralph, I'll be
honest, I have tqg| if for some reason we were -- we

have to notice tha
public teleconfexs
meeting.

You c4
do it like ten daj

of shutdown or whf

MR. LT

COUR

(202) 234-4433

WASHINGTON, D.C. 20005-3701

t ACMUI, A-C-M-U-I, public meeting,
rnce, ideally 15 days ahead of the
n, under extenuating circumstances,
s or so ahead and note it's because
wtever.

ETO: Okay.
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MS. L
up that meeting,
might back us up
stay tuned. If
minor delay. So,

MR.
concerned in the
from just NRC std
problematic, but
typical cross sed
because of the
agreement.

So,
valuable for the N

information that

MS. L{

Yes. Okay, do

36

DPAS : If for some reason that backs

that public teleconference, that
a little bit. So, I can just say
Hhere's a delay it would be a very
does that help?

LIETO: Yes. I'm just really
data that's going to be obtained
ites alone. Not that that data is
1 think it's not going to provide a
rion of the AUs that are out there
states that are

potential non-

[ think it would be tremendously
IRC to obtain as much Agreement State
they're willing to provide.

PAS: Yes, I would agree with that.
additional

you have any other

guestions or comn
MR. L
to be providing
many of the commg
that I think tI
methodology for

appropriate train

I wil

ents, Ralph?

IETO: Not at this time. I'm going

Mritten comments also. But I echo
nts that Dr. Greenspan provided in
le current T&E 1s an acceptable

assuring that the AUs are, have

1ng and experience.

1 make one anecdotal comment, and I
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And 1
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training experien
of a major contri
So, I
is going to, "del
medical events t
when that isn't g
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Hve mentioned in your introductory

Hligation, deeper investigation of

| the NMED database. And I have a

1]

Hday, take it with a large grain of
going to be of any value.

nk if you look at the ACMUI comments

dviews annually of the NMED events
events. That the data there is
ss the states. Including the NRC
was involved with these for about
the ACMUI. And this was a big
e information and investigation of
sometimes very superficial. And
dized across the Agreement States
relative to the NRC.

have never seen a medical event
ears that I have reviewed it, where
re was identified as a major cause
buting cause.
am a little concerned that the NRC
ve deeper" to find out if there are
lhat have training and experience,

Hven not reported in the events to

iink that that would be a major thing
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if an investigato

And e
of the most highly
last 20 years th
training and exp

major cause.

So,
comment. Thank vj
MS. L

1 to make a commej
type a short comme
using your webina

Cedri
line that would 1

THE (
come from Jeffrey

MR.

n

for having this -|

MS. L

MR.

n

for having this w|
Just

my comments. I'wv

and I'm

website,

been two weeks.
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r found that in one of the states.
ven sort of anecdotally again, some
| publicized medical events over the

Ht the NRC has been involved with,

erience was never identified as a

rith that I'll let other people
ou for your time.

OPAS: Yes, thank you. Okay, star-
1t or ask a question or you can also
nt or short question in your webinar
r software.

¢, do we have anybody else on the

1ke to have their line open?

PERATOR : Yes. The next question
Siegel. Your line is open.
TEGEL: Good morning. Thank you
sorry?
OPAS: Good morning. Sorry.
TEGEL: Good morning. Thank you

ebinar and inviting comments.

@ brief history before I begin with
e submitted written comments on the
It's

waiting for them to appear.

But I understand it takes a while.
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a wide variety of
new field.

And,
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Also,
regulations, for
justified by radi
nothing to do wit

So wh
all, the FRN 1is
categories, I thi
be for specific
within a given caf
risk.

So,
physicians are 1
authorization fo
regardless of its

full AU status pu

This

39

rically there was great reason for
of T&E for physicians because most
upplied as a unit dosage, they had
And hundreds of millicuries and
And this was a

agents were given.

the T&E requirements, from
5, are not necessarily germane to
agents.

as I understand it, T&E
medical wuse, are only for, if
ation risk to patients. They have

Ih the practice of medicine.

1)

gt I'd like to say is that, first of
talking about radiopharmaceuticals
mk that's wrong. I think it should
radiopharmaceuticals. Because,
Hegory, not all agents pose the same
comments.

now for my Currently

ot free to attend limited used
H any given radiopharmaceuticals,
safety profile, as they must contain

rsuant to 35.390.

bf course 1is not true for limited
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pursuant to 390
physician desiri:
radiopharmaceutic
safety risk than
have the same T
status.

Tailo
use of this spec]
As I said, since 7
given category, p

And w
how many are ther]
The first two are
at all, just spec

The
administration of
radionuclide with
or parenteral

radiopharmaceutic

There
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n which 1is available for sodium

physician would undoubtedly choose
thway pursuant to 392 or 394, since
$ are required.

status

pathways for obtaining AU

1]

Hre therefore not reasonable since

g limited AU status for another
@l, even i1f it possesses radiation
dral sodium iodide, are required to
8E as physicians seeking full AU

ring, therefore, should be based on

fic agent, not an entire category.
ot all radiopharmaceuticals, in any
dse the same radiation risk.

hen we're talking about categories,

S

14

? 390 has four dosage categories.
all sodium iodide. Not categories
1fic agents.
last two are for parenteral
any beta emitter or photon emitting
a photon energy less than 150 keV
administration or other
Al .

fore, this authorization for a given
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category only per
that's all that's
So th
radiopharmaceutic
should either be
such as

a new

radiation safety

that 1is appropy
workers, the gene
two, they shouldg

lastly, they shou
Unles
implemented, the
is Jjustified, wg
already believes
least for oral so
NRC ¢
suggestively, ass
radiopharmaceutic
include, how ]
administration, t
half-life and pur
of elimination

potential dose

contamination and
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tains to those two categories. And
currently codified.
lere are three choices. Specific
@als in these last two categories
placed into their own requirements,
Jodified 10 CFR 35.395, 1f their
profiles justify it or reduce T&E
iate and sufficient to protect
ral public, patients, et cetera or,
Il be regulated wunder 35.1000 or,
1d remain lumped together as is.

the first two choices are

2}
\23

@bility to attain limited AU status
1ld be entirely ruled out. NRC
limited AU status is justified, at
dium iodide.

herefore needs to objectively, not

@ss the associated risks for a given
als. Such an assessment should

S it supplied, its ease of

he intended administered activity,

1ty, radio contaminate levels, root
from the body, waste disposal,
b others, potential for internal

patient release issues.
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available agent K
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s this assessment is not done, it
vy regulated appropriately and the
br ensuring safety cannot be done.
lng T&E requirements for specific
btedly increase the complexity of
sht. But when justified, should be
1s it would be a more risk informed
reat benefits to patients and their
1S .
lcting patients access to and

hann FDA  approved and commercially

v imposing unwarranted and unduly

reflective of tf
detrimental to thg

Conflicts W
intrusion into meg
statement

policy

radiation risks W

ity regulations that may not be

le radiation risks involved, 1is
rm and their patients.

ith NRC guidelines of minimizing
lical judgement, as the medical use
5 say, only when Jjustified by
ill such requirements be imposed,

roach is most assuredly not risk

lk you for listening to my comments.

and such an appp
informed.
I thar
Thank you.
MS. 1L
Siegel. All ri
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guys doing?
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respectfully disd
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opinion.

Howev
change our train
relatively danger
talking about. 1
alpha and beta em

And
directive is requ
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of isotope.

Indus
their products.

people to proctor]
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line? Star-1 to get your line un-

PERATOR: Sure. Next question and

m Michele Panichi. Thank you, your

ANICHI: Good morning. How are you
OPAS: Good morning. Great.
ANICHI : So, I'm going to have to

gree with Dr. Siegel. I know Jeff

very respected and I respect his

er, I believe that we should not
ing T&E requirements. These are

dus radiopharmaceuticals that we're

'hey have long half-life's, they're
l1tters.
there's a reason why a written

ired. We don't consider this, you

0 140 keV, six hour half-life kind

try 1is pushing primarily to sell
That being said, they want industry
physicians for this.

Big mistake.

on as you allow somebody other than
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And t
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is also not feas:

shortage of phys]
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I day

fewer nuclear phs
users.

I dorn
authorized wusers
radiologist, and
have the opportun

I bel
are pushing thi
urologists,

they!

like to see in a
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red user in that category to oversee,
a large can of worms.
there was a

He previous webinar

jaid that pharmacists require an

r needs 4,000 hours. Well, that's
rate statement.

U read the training requirements for
jurs is to get a board certification
by the NRC.

he idea is that a nuclear pharmacist

tion safety for an authorized user

ble. If you want to talk about a
llcians, there's a huge shortage of
ts.

e say, there is a whole lot less

rmacists than there are authorized

't believe there is a shortage of
out there. I believe that every
that radiation oncologist, now they
1ty to become authorized users.

ieve the people,

the physicians who

<, the MDECs and sometimes the

re more self-serving than we would
want

physician group. They need,

NEAL R. GROSS

Cou

(202) 234-4433

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

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



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

to keep their pa
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user.

And

submitting my com
it. Thank you.

MS. L
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star-1. Cedric,

THE O
with Jeffrey Sieg

MR.
mentioned I must 1
of course. Becau
We ca
hazardous because
to follow that al
which I believe i
be true.

But T
the physicians afj
have an objective
level of risk it

MS. L

Okay, star-1 to g
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I
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rients in their practice. It has

1 the availability of an authorized
hat's about it. I will be also
And that's about

hents in writing.

PAS: All right, thank you. Okay,

edric un-mute vyour line for you.

lo we have somebody up next?

PERATOR: Yes. We have a follow-up
t1. Your line is open.
IEGEL: Hi, since my name was

espectfully disagree with Michelle,
se, objectivity is what's required.
1't just say, all agents are equally
they are not. And if we're going
radiation is risky, ALARA and LNT,
5 not true at all, then that would

think we owe it to the patients and

d the community and everybody, to

assessment of each agent. And the
involves. Thanks.

DPAS: Okay, thank you, Dr. Siegel.
rt in on the conversation. Cedric,
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MS. L
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want to, let's se
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webinar some of
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requirements.

You Kk
he didn't think it
radiopharmaceutic
type of radiati
because not all,
categories, are t

So,
suggested in
radiopharmaceutic
Whether it's oral

Of co
or emission, alpH
Or similar prepar
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get comments on.
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¥ else in line?

PERATOR: None currently.
PPAS: Okay. All right, everybody
hang on for a few minutes, but I

S

14

Jjoing to go, I pulled up on the

the questions, the more detailed
Tailored training and experience
now, Dr. Siegel had mentioned that
was appropriate to categorize state
@ls that may be, such as by their

characteristics

on admission oOr

may be drugs within those admission

he same.
some other options that were
the FRN was to characterize

@ls by similar delivery methods.
parenteral.
wrse, the radiation characteristics

18, beta, gamma, low-energy photon.
qtion methods, such as patient ready

ation of that.

Ht 's something that we're looking to

And, Cedric, you can just interrupt
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As £
think the key word
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I wit

license and compl
where patients c4
institutions, tyj
authorized users
There
Chicago with 400
authorized users
at that instituti
at all. That st
goes in many dire
For g

to have precepto

group to do that
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PERATOR : Sure. We do have David
OPAS: Okay.

PERATOR: Your line is open.
HBurpee: Good morning, everyone,

5 opportunity and for all the good
Hr as enough authorized wusers, I
is really treating authorized users
lity to.

ness, as I manage ten states for
ilance for Xofigo, numerous scenarios
nnot be treated at even very large
Dically due to infighting between
who could be treating.

in north

s a very large place

beds for four years, fought between
@s to who could have the privileges
on, and therefore they didn't treat
bry is fairly ubiquitous. And it
ctions.
xample, another large group needed

rships and they solicited another

and at the end of the day the other
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were competition and wouldn't sign

the attestation fq

at those institut

The

there are not enoy

places. And ¢

scenarios require
and don't want to
So, w
more options for
I thi
that I think is g
at alpha emitterg
trading for auth
They are very uni
And T
the money, that
differently quali
all beta emitterg
that has been out
So, t
for this time.
MS. L

THE (

additional commen

rural

rms, and so no one was able to treat
lons.

situation 1is acute in that
igh out there to help cover all these
these

herefore in general, all

the men to travel. Men were sick

travel typically.

do need to look at how we can have

(I\

lbeing an authorized user.

nk something dawned on me recently
ermane to this in that, if you look
5, there has never been any formal
orized users with alpha emitters.
que .

r. Siegel's comments are right on
there are certainly incredibly
ties to those products compared to
5l and every other types of therapy
there.

hanks for those considerations and
(OPAS:

Sure.

PERATOR : Thank vyou. We have an

t with Ben Greenspan. Your line is
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regarding some of
First

different 1lists

radiopharmaceutic
dangerous. And I
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emitters and betsg
cancers.

And
treating these pa
range of the basi
handle all this.

In tg
great respect foxy
oncologist, and 1
should be treatin

I dog
background in 1
actually wanted t
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REENSPAN: Thank you. This is Ben
a nuclear medicine physician and
I wanted to make some comments

the comments we just had.
of all, I think, while there may be
bf wvarious,

of these therapeutic

als, they're still potentially
also think that many of them will
bination. So we may give alpha
emitters with patients to wvarious
herefore, the alpha's user who is
Hients really needs to know the full
¢ science and clinical expertise to
rmes of various physicians, I have
the clinical abilities of medical
lrologists, but I don't think they
g these patients by themselves.

W't think they have the requisite
ndiation sciences and, if they
1 get it all and spend whatever time
p to the same level as a nuclear

iIns and radiation oncologist, then
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that's fine. But
As f3
access, I'm not ax
kinds of logistic
some of them do by
In t¢
I think patients
they're in a rurg
beyond simple thi
So, 1
they're not going
one a year, they
center and get ong
be true for treat
They
misused or there
provided by exper
I think patients
MS.
Greenspan. Press
in on the convers
I do
that I'm going to
about whether or

outreach to t
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I doubt any of them would.

r as authorized users and patient
yare of too many places having these
@l issues with infighting. I guess
t I don't think that's a huge issue.
rms of rural areas, I don't think,
realize they have to travel if
L area. For just about everything
ngs .

f they want coronary bypass surgery,
to get it by the surgeon who does
re going to go to a major medical
3 by an expert. And the same should
1ng with radiopharmaceuticals.
risks

have potential if they're

are problems. And these should be
ts who know what they're doing, and

realize that. Thank you very much.

[LOPAS: Okay, thank vyou, Dr.
star-1, again, if you want to get
ation.

have one question from the webinar

read aloud. So there was a question

mot the NRC has been conducting any

he referring visits physician
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as medical oncology, et cetera, for

>~ did send out, back when the FRN

> did send out the FRN and ask them

stions to about 100 different

And so, a lot of the stakeholder
let's see, kind of professional
ologists, for cardiologists, for

did do some attempt at outreach in
n't know if any of those are support
cal Listserv, but we did reach out
al societies. And hopefully that
the word out to their membership
thing that we are looking at.

and I can't remember off hand

50,

we did publish short 1little

e articles, less than one page or
number of journals. Not medical
ut kind of like newsletter monthly,
line or printed newsletters, for a
ations just alerting them to these
d our effort and our FRN questions.
i do a fair amount of outreach to
pbuld be those

those communities,
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that question,

Becauge we,

from those folks s well.

be getting into.
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So, thank you for

that's a good one.

exactly, we'd like to hear

This is what they want to

Okay,||Cedric, do we have anybody else on
the line?

THE QPERATOR: None currently in the
qgueue.

MS. LOPAS: Okay. All right, star-1 or,
again, submit a guestion or comment via the webinar,

we're happy to go

Maryampn and I attended recently,

this

Maryann and I attended the

Medicine and Mol

meeting, which wa
nice. But we gaqt
folks attending t}

And T
that we saw therg

we're definitely

comments as well.

star-[1.

is anybody pops of

past weekengd,

that route.

just
on Thursday through Saturday,
Society for Nuclear
their mid-winter

ecular Imaging,

s in Palm Springs, which was very
r a lot of good feedback from the
lat meeting.

know some of you are on the line
, so thank you for calling in and
looking forward to your written
And,

Cedric, just let me know

1 the line.
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PERATOR: Okay.

DPAS : So, Question 5 here on the
and experience requirements.

lon 5 gets into, if we were to create
gories, what should those specific
lude for the classroom and 1lab
what should be covered

any hours,

oom and lab training, what topics?

hrk experience, we asked exactly, we
ilents about whether or not the
anufacturers should be able to

jtor attestation. That's one of our

ke feedback on.

lhe competency, we have been hearing

competency that we, the NRC, should
or not we could move our regs to

ry rather than just straight hours

e are some of our questions in our

motice.

should

some guestions on who

Iminister these curriculums on an

\nd also, how often should AU

1odically assessed?

ve been getting some gquestions on
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recent myths of {
think about too.
every year oOr SO
to maintain theij
maintain that AU

So th
about.

THE (
have a question.
open.

MR. T
de la Guardia an
Medical Center in
major trading cenf
131 MIBG.

First
comments. I thin

But n
comments of the 1
plenty of author:
therapy is very d

Right

users here that

54
raining and so that's important to
Should it be a number of cases
that the physician AUs are required
r competency or are required to
certification?

lese are all good things to think
PERATOR : we do

Excuse me, Sarah,

Miguel de la Guardia, your line is
& LA GUARDIA: Hi, this is Miguel
d I am the RSO at Cook Children's
And we are one of the

Fort Worth.

lers for neuroblastoma using iodine-

I want to echo Jeffrey Siegel's
k they're spot on.

ext I also want to concur with the

I}

@ack of authorized users. There are
lzed users for diagnostics but for
1fficult.

now we only have two authorized
can actually administer diamygadia
sometimes it's very difficult to
their

treatments based on
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availability.

And 4
keenly aware of t}
over the place.

we are, there is 1

these patients unt

So, there is a
physicians that c

Now,
would like hold q
experience shows
such as the end
actually launched
saved nuclear med
having a pathway
do these treatmen

Espec
can be obtained
dose and you don
onsite.

So I v
to commenting and
you.

MS. L

THE O
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5 far as rural areas, we are very
nat because we get patients from all
1f you go west of Fort Worth, where
bthing as far as being able to treat
il you get to Arizona or California.
critical shortage out there of
an do therapies.
1 do know that nuclear medicine, we
. to as much as we can, but prior
Hhat when other groups get involved,
dcrinologist or cardiology, which
nuclear cardiology made, basically
ilcine in many respects, I think that
for other physicians to be able to
ts will be very helpful.
1ally now that most of the therapies

from a nuclear pharmacy as a unit

t have to manipulate the product

vant to thank you for the opportunity

for sponsoring this webinar. Thank

OPAS: Yes, thank you.

HERATOR :

Still no further questions
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DPPAS: Okay, thank you. Okay, and

I will maybe, jusf to kind of spur some conversation,

the last public 1
And during that
submitted by a co

One w

to non-physicians|.

nuclear pharmaci
advance trained t
We sp

medicine advance

who have been ted

then they go on t

years of a master
medicine kind of
kind of call it
offered up, they
be considered for

So,
guestions in FRN
open to hearing ai
know, if you do tlk

issue on how we c

So,

ceting we had was on January 10th.
meeting we got some unique ideas

mment .

]

Hs to allow to open up the AU status

So, including maybe authorized

18]

gts. Also maybe including some

echnologist.

Hcifically got comments from nuclear
associates who undergo, you Kknow,
hnologist for many, many years and
o continue their training with two
s program and then they do a nuclear
internship or they kind of, they
analogous to a residency. They
thought that potentially they could
AU status.

e, at the NRC, even though our
are kind of very specific, we are
1y ideas on how, if we do think, you
link that's there's a patient access
an improve that situation.

include providing us

that would
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comments on whethgr you think it would be a good idea

to allow certain

this medicine fielld to become AUs.

Part 35
defined,

podiatrist.

regulatijjons an

can only be a physician,

categories of folks practicing in
Right now, in the
authorized wuser is

only

a dentist or a

So obyiously the majority of our AUs are

physicians. And
maybe we should cq
authorized user.
So, s
comments.
THE QO

comment with Mich

MS. P
(Laug
MS. B

let us not forget
So, they have to

As my
nuclear med tech
nuclear medicine

I als
nuclear pharmacie

that the majority]

so, we did get some comments that

sider expanding that definition of

Har-1 to provide any additional oral

PERATOR : We do have an additional

e@lle Panichi. Your line is open.

ANICHI: Oh my goodness.
hter)
MNICHI: This is a tough one. So,

these are prescription medications.
Ibe prescribed by a physician.
iich as I would 1like to say, as a
that I am equally qualified as a
physician, I am not.

® have the honor of being the RSO at

g, and I can confidentially tell you

of nuclear pharmacists that I have
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met should not
Remember, this is

I hav
administering a r
in place.
pill, injecting a

But

status, 1it's the
And they are pres

So, 4

a nuclear pharmac

A lot
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be prescribing these medications.

not just administering.

D

g2 no problem with a nuclear med tech

jdiotherapy, with an authorized user

of times it is simply passing a
patient.
Hhat's not what requires the AU

prescribing of these medications.
cription drugs.
m NMAA or a nuclear med tech,

evern

1st, they're not in the practice of

prescribing pharn

MS. L

THE O
or comment comes
open.

MR. L

to echo Michelle'
suggestions of 1
users basically w
framework upside

If vy
radiopharmaceutic
Pandora's Box whe

you could have an

dceuticals. Thanks.

OPAS: Yes, thank you.

PERATOR: Another addition question

from Ralph Lieto. Your line is

IETO: Thank you. I also would like
5 comments that I think that these
lon-physicians becoming authorized
ould turn the NRCs whole regulatory
dlown .

this for

ou allowed therapeutic

@ls, you are opening up a literal

He you could have other specialists,

RSO making a case that they oversee
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all this and prol
does, the operat

aspects, making a

Which
a medical physici
think that, 1like

bad thought proce
And i
you basically wo
having a physic
therapeutic asped
imaging aspect of
As Mi
just involved wit]
supervising all
assessment, admin
are the best pers
And
technologist and
intended, just a
NRC.
I do ]
your previous sli
the NRC uses

you,

I t
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Jably supervises as much as the AU
lons of radiation safety in these
case for them to be the "AU."

I think is absolutely abhorrent as
st and radiation safety officer. I
I said, this is just a very, very
ss for suggesting this.

fi the NRC would be considering this,

uld undermine the whole intent of

lan 1involved with not only the
't of it, but also the diagnostic
it.

thelle pointed out, the AU is not
1 overseeing the administration, but
aspects of

receipt, patient

istration and follow-up. And they
ons for this.
I think my objections as a

§ nuclear pharmacist would be, a pun

set of nuclear land mines for the

nave another comment that, regarding
de. I think it was on Item 5 where
the word competency.

nink this has some different
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connotations to (
the years, has a
definition, or ¢
preceptor attesta

And 1]

that term becaus

assessment of
requisite knowls
aspects of ths

applicant is appl

It's
whatever, but I
slide, is not wha

I think what you
and experience th
train

that that

requisites Dbody
function independ
radiopharmaceutic
MS. L
THE QO
Miguel. Your 1lin
MR. D

my follow-up. I

comments.

)

4

.,

b

If

1

q

n

g

q

(

]

g

I==]

Cou
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T
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ifferent groups. The ACMUI, over

dressed this several times in the
kcuse me, the description of the
ion.

think NRC should stay away from
competency is more than just an
and

he understanding having a

dge to perform the supervisory

radiopharmaceuticals that the

ring for.

naybe just a, maybe a pet peeve of
think competency, as used in this
you're really trying to evaluate.
want to know is, did the training
it the individuals get can reassess
contains the

and experience

ng
of knowledge that they need to
ently in supervising these types of
Thank you for the comment.

DPAS :

Okay, thank vyou.

PERATOR: We have a follow-up with
> is open.
i LA GUARDIA: Thank you for taking

m not sure i1f I was clear on my
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I am
I am not in favos
prescribing. TH
practice.

Also,

state here in ths

allowed to presd
would require 4
practice.

I k
pharmacist can p
true here in thg
talking about ay
physician authori

MS. L
I didn't mean to
I was just stati:
January 10th, we
those 1lines abd
potentially consij
non-physicians.

THE O
guestion, comment

line is open.

MR. T

61
i nuclear medicine technologist, but
| of nuclear medicine technologists
lat is

not part of our scope of

similarly, I think in almost every

United States, pharmacist are not

ribe most medications. So, that

change completely in pharmacy
oW in some other countries,
rescribe, but commonly that's not
/] United States. So, when I was

thorized user, I'm talking about

zed users. Thank you.

OPAS: Yes, thank you, Miguel. And

1mply that you were suggesting that,

lg that in our previous meeting on
had received some comments along
ut potentially, the NRC should

der opening up AU status to some

Cou

(202) 234-4433

o, understood. Understood.

PERATOR: Thank you. And the next

comes from Scott Degenhardt. Your

RGENHARDT : Yes, thank you. Yes,
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my name is Scott I
medicine advance
myself here.

I Jjus
medicine advance
one time we were
level providers i

Again
point, but we hay
additional school

have didactic cou

month  internshiy
physician, most
physician.

Where

actually, we meet
is currently asks
we wouldn't, you
nuclear medicine
user status, we wq
education, the
requirements.

But I
we are not techrs

providers in the

62

dlegenhardt. I am actually a nuclear

associate speaking on behalf of
t want to clarify what a nuclear
associate is. While one time, at
technologists, we're actually mid-
m the field of nuclear medicine.
yes, we were technologists at one
e gone through a two to three year
ing at the master's level where we
rse work, but we also undergo a 24
| under the

supervision of a

tinder a radiologist or a nuclear

we, at the end of the program, are
all training requirements for what
d of, of an authorized user. So,
know, if the NRC would consider the
advance associate for authorized
puldn't be compromising training and
current training and education
guess I just wanted to clarify that
wologist,

we're actually mid-level

field of nuclear medicine. Almost
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every other field

level providers fthat do prescribe drugs,

supervision of a

that we were prop

The 1
would be workin
authorized wuser,

extender alongsid
I gue
answer but I just
MS. L
you for that clar
THE
comment comes froj
DR. G
Greenspan again,
radiologist and I
First
comments. Regar
agree pretty much
I mea
Advanced Associat
an extra two plus

expert in radiati

dealing with radi

63

in the healthcare industry has mid-
under the
And that's the model

physician.

dsing there.

miclear medicine advance associate
g under the supervision of an

again, Jjust as that physician
e them.

8s, any other questions I'm happy to
wanted to clarify that. Thank you.

JPAS: Yes, thank you, Scott. Thank
1fication.

DPERATOR : Our next qguestion or
1 Ben Greenspan. Your line is open.

REENSPAN: Thank you. This is Ben
'm a nuclear medicine physician and
wanted to make some comments.

of all, I agree with Ralph Lieto's

ding Scott's comments just now, I

1, these NMAAs, the Nuclear Medicine
¢s, are technologists who have had
years of training and are certainly
on safety.

And in other aspects of

opharmaceuticals.
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But t
were given AU st
think they'd stil
user, under a phj
adds anything.

I thi
the process of ¢
certainly give {
which would be gi
to work wunder 4
physician. Ang
appropriate.

On t}
that's a wvery go
expand and have m
technologists, gd
helps the field.

Mid-1
seen throughout 7

extenders, and

medicine practidg
therapy. Thank vyj
MS. L
THE O

guestion, comment

64

hey're not physicians. And if they

@atus, they still have to, I would
Il have to work under an authorized
sician. And I don't see how that
nk they could certainly help with
reating a patient, and they could
lhe radiopharmaceuticals, most of

ven parenteral, but they still have

n authorized wuser, 1i.e. under a
if I think that would Dbe most
le other hand, I really do think

dd program and I'd like to see it
dre technologists, nuclear medicine
into those programs. I think it
evel providers, as these people are
ledicine now and they are physician

I think they would help nuclear

e . Including in radionuclide
U .

OPAS: All right, thank you.
PERATOR: Thank you. And our next

comes from Rachel Semon. Your line
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is open.
MS. S
okay?
MS. L
MS. S

the opportunity t
comment one way
this should go, |
for the record,
pharmacy and the
certainly is pq
medicine, or th
pharmacist do hav
It 1
actually in med
certifications ba
certified nuclear]
I «cqg
comfortable being
patient managemej
consider moving
within the nuclea
And w

AUs. And what I

is that the currsg

65

EMON: Thank you. Can you hear me
(DPAS : Yes, we can.
HMON : Okay, great. I appreciate

® comment. I'm really not going to

Hr the other as to which direction

n terms of T&E, but I did want to,

provide some feedback regarding

practice of pharmacy and that there

rcedent outside of the nuclear

€ nuclear medicine world, where

e provider status.

§ quite often you will see this

1cal oncology. There is Dboard

sed on specialty. So, I am a board

pharmacist.

hld say today I would not be
yy in a AU, a full AU, overseeing
nt . It's certainly something to

forward. Perhaps in conjunction
r medicine department.

@& talk about potential shortage of
know that I have seen historically,

nt RVU model tends to provide some
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barrier to a nuc
between the reqi
diagnostic portio
to an hour with a

And o
that could help
the requirements
future.

But j
that provider sta
provider status
particularly in
pharmacists who |
well.

Typic
a physician. So
Maybe not immedi
That'

with that.

MS.

Cedric, do we hav

to get in on th
transcribed to go
THE

gueue, but, again

MS. L{

66

lear medicine physician being torn

lirements of reading images, the
m versus having to spend 30 minutes
patient for therapy.

b, perhaps there is something here
ffacilitate patient access and ease
in the

of time spent, et cetera,

ust for the record, I wanted to say
qus is not, there is a precedent for
medicine,

outside of nuclear

medical oncology. And there are

nave limited prescribing rights as

@lly, it is under the supervision of
I think there is some room here.

Htely, but not to be close minded

Fa)

5 it, thank you so much.

HOPAS : Great, thank vyou. And,

e anybody else? star-1 if you want
e conversation, get your comments
on the record.
JPERATOR : None currently in the
press star-1.

PAS: So, this is Sarah again. And
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so, I will say th
just heard, we ha
the NRC should BH
necessarily makin
an AU, but maybqg
regulatory requir
pathway of having
teamed with a aut
That
undergo extensive
also require 700
nuclear pharmacis
So, 1
pharmacist with p
user physician, ¢
spirit of those 7
Because vyou'd hg
together.

So th

on the January 1

different from
nuclear pharmaci
status.

Okay,

the line, Cedric?

67

at, related to that comment that we
ve had some comments submitted that
@ open to the idea of, maybe not
gy an authorized nuclear pharmacist

some sort of requirement or new

ement for an alternate, an alternate

a limited authorized user physician
horized nuclear pharmacist.

authorized nuclear pharmacist
training and, per our requirements,

hours of T&E, become an authorized

r=3
t
.

F you teamed an authorized nuclear
erhaps a limited trained authorized
hat you would still be meeting the
D0 hours of training and experience.
ve those two individuals working
@t was one comment that we received
That's a little bit

0th meeting.

just suggesting that authorized

gts should be considered for AU

1]

we're going to -- anybody else on
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THE (
line is open.

MS. L

MR. I
brought that subj
I was wondering
seriously going t

Again
would basically
potential problen
of this proposal
nuclear pharmacis
be onsite, someth
And t
with no Indians.

I thi
you need, with t
person that's sig
be in AU. And th
proper management
that patient.

This
as everything g

something goes w

event or there's

68

PERATOR : Yes. Ralph Lieto, your

OPAS: Okay, Ralph.
LLETO: Yes, Sarah. I'm glad you
ect up. I had heard about this but

1f this was something the NRC was
® consider or not.

I think this is something that
set the licensee up for a lot of
5. Because, it's my understanding
that you would have a centralized
H teamed with a limited AU that would

1ng to that nature.

» me this is matched with two chiefs

nk that these types of situations
herapeutic radiopharmaceuticals, a

ming the written directive needs to

I}

@t AU has to be responsible for the

| of that radiopharmaceutical, to

dual AU, that would be fine as long

des great, but what happens if

rong, okay, and there's a medical

a problem with the patient or the
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assay at the site
You
geographically sd
just going to
especially from 4
something that tk
not just in the (
the therapeutic s
And T
fraught with all
going to place tl
management, in a J
to resolve this.
Becau
to be offsite at
license than the s
that add up to, f

idea.

MS. I

69

can't have this dual AU

sparated and expect that it's not

create further problems. And

he aspect of supervision, which is
le NRC takes quite seriously. And
liagnostic side but even more so on
1de.

think this dual AU is, again, just
kinds of potential problems that's
ne licensee,

who's going to be the

bt more potential problems of trying

se the nuclear pharmacist is going
and operating under a different
ydministration. Just so many things
hat this is just a very, very poor
DPAS : and I think to

Okay. Yes,

clarify, now, I haven't received the written comments

on this, on this

been submitted ye
But

I think

meetings,

that the authorig

particular idea yet. They have not

just from Thearing from ©public

the idea that they're proposing is

ed nuclear pharmacist would travel
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to the 1limited

treatments, right
physically, durin
So, t
I recall from the
you have any follg
MR. L
have an AU that'{
wouldn't need the
MS. L
MR. I
think it kind of
to sell here. A7
to improve th
supervision at th
is going to be do
MS. L

anybody else have

type one wvia thdg

aloud.
Okay,
minute or so. I
today and taking
And T

in for a number

70
AU position site for a day of
So they would be paired together
g an administration.
Hat's just a clarification from what
January 10th meeting. But yes, if
w-up on that, Ralph, go right ahead.
ITETO: I would just say that, if you
onsite to administer it, then you
nuclear pharmacist to be present.
OPAS: Right.

WLETO: I think it Jjust, again, I

goes back that, what are you trying
1l it is not anything that is going
3 radiation

safety management

5 site where the, where all the work
me .
NPAS :

Okay, thank you, Ralph. Does

a comment? star-1 or feel free to
webinar software, I can read it
I'm just going to give it another
do appreciate everybody calling in
the time.

know that many of you have called

of these meetings. So, I really
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a lot to the NRC|
really examine ev

Wheth
meetings or, and/
written, your wri

And I
until January 29
comments in. T
Tuesday.

Try 8
And if you're encq
concerned, I'm haj
And, again, my e

sarah.lopas@nrc.qg
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s taking the time to do and it means
And we do really, we're going to
erybody's input.

er you've spoken on one of these
or when you send it in, send in the
tten comments.

just want to remind folks, you have
th, end of that day, to get vyour
l_at's a week from today. It's a
b use regulations.gov if you can.
puntering any difficulties or at all
jpy to take your comments via email.
It's

mail is in the slides here.

OV . So either myself or Maryann

will take your co
And,

on the phone one

THE O
MS. I
And Dr. Siegel,

that you're waiti

regs.gov.
They

through in my en

mments via email, that's fine too.
1 don't know, Cedric, can I check in

last time?

PERATOR: No questions or comments.
WOPAS : Okay. I think that's it.
T will say, I think you had noted

ng for your comments to get up on

Hre in ADAMS and I did see them come

]

nil, I think on Friday. So they
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should be on regu
But
rulemakings and o
and we only have ¢
of handle the pro
receive from the
I apologize for t
But I'm going to
they can expedite
So, M
MS. A
for everybody to i
to and clarify Rs
Thank you for bri
I jus
the sensitivity
misunderstanding
And so, with the 1
that with attesta
that used to for
that the individud
to function indep
That
individual has de

independently to j

72

lations.gov shortly.

there is a number of kind of
ther efforts going on at the agency
) few administrative staff that kind
cessing of all the comments that we
public on all of our projects. So,
he delay, I know that's difficult.
reach out to our folks and see if
some of the processing on regs.gov.
aryann, do you have any follow-ups?
\YOADE : Sarah,

Yes, I was waiting

provide their comments. Just to add
\lph Lieto's comment on competency.
mging that up.

t wanted to, as you have recognized
with the word competency and the
that it could come about from that.
lew rule, I just wanted to point out
Hion statement, it replaced the text
mally say, attestation demonstrate
il has achieved a level of competency
endently.
has been replaced with, the

nonstrated the ability to function

jrocure the radiation safety related
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duties. So thank

Now,

still with the £

become effective
NRC licensees.
And s
to your awarenes
thank you for bri
MS. I
on the NRC's med
licensee toolkit
a page that's ded
that just went in
MS. A
even just go tg
regulations, they
So, if you can't
if you just Googlg
it's updated with

MS.

—

slides from some
Part 35, the new

medical licensee

So th

up the PDF of sl
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you for bringing that up.
then this evaluation started, it was
The new rule

ormer regulations.

last Monday, January 1l4th, at the
®, just a, I just wanted to bring it
s that you recognized that. And
mging that up.

DPAS : Okay,

thanks, Maryann. And

ical toolkit licensee, or medical

website, Maryann, I think there is
licated to the Part 35 rule changes
to effect, is that right?

YOADE: That's correct. And if you

, 1if vyou Google the 10 CFR 35
are now updated with the new rule.
find it in our medical use toolkit,
)l 10 CFR 35 to get into the new rule,
the new rule.

[J/OPAS : Right. And I think the
oublic meetings that we had on the
rule changes, those are also on the
toolkit website I believe.

dse are available for people to pull

ides if they just want to see an
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overview. Althoy
but it's an overv
Okay.
comments on the 1
THE O
MS. I
is there anything
MS. A
MS. L
January 29th, dea
Maryann and I are
before, and aften
checking out our
right now for any
And 1
medical Listserv
that. I suggest

to stay informed

and news and all

All 7

time today and th
THE

concludes today's

at this time. S

conference.
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gh it's about a 96 slide overview,
1iew.
Cedric, do we have any other final

1ne?

PERATOR: No questions in queue.
DPAS : Okay. All right, Maryann,
else?

YOADE: No, that's it.

OPAS: Okay. All right, everybody,

dline to get your comments in. But
here for your questions and comments
that date obviously. Please keep
website that I have the slide up on
updates.

f you are signed up to receive our
emails that's great. If not, do
Joing that because that's a good way
Nf all the NRC's medical regulations
that good stuff.

ight,

thank you so much for your

gt will be the end of our meeting.

(PPERATOR : Thank you, and that
conference. You may all disconnect
peakers, you may standby for post-
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(Whergupon, the above-entitled matter

went off the recogd at 11:35 a.m.)
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