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differing opinions as to the direction NRC policy should
take are encouraged to state those opinions.

The agenda is full and I request that members
of the committee direct their remarks as briefly and
succinctly as possible.

As part of the preparation of this meeting, I
have reviewed the agenda for members financial and
employment interests. I have not identified any conflicts
from that review based on the very general nature of the
discussion we're having this time. I don't see anything
that involves any specific institution where there might be
a conflict, nor #m I aware of any of you who have been --
raised any of the items that are on the agenda as part of a
petition for rule making. So, to the best of my knowledge,
there are no conflicts. However, should any member of tle
committee become aware of a potential conflict of interest
with regard to a topic of discussion, you are obligated to
inform the chairman and myself, and recuse yourself from a
discussion of that topic as a committee member.

I would like now to introduce those members of
the Advisory Committee and a soon to be member of the
Advisory Committee who are seated at the table. To my left
we have David Woodbury who is our representative from the
Food and Drug Administration. We have Louis Wagner who is

our physics specialist. We have Dennis Swanson who

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 AHODE ISLAND AVENUE. N W
(202) 2344433 WASHINGTON, D.C. 20005 (202) 2344433




10

11

12

13

14

15

16

17

1l8

19

20

21

22

23

24

25

n
6

represents the specialty of pharmacy. We have Judith Stitt
who represents the specialty of radiation therapy. We have
Robert Quillin who represents the states. Larry Camper who
is the section leader of the medical and academic section
of the NRC. Barry Siegel who is the chairman of the
committee. We have Wil Nelp who is our specialist with
regards to medical research. A soon to be member but not
officially on board yet, John Graham, who represents
hospital administration. He has been selected but the
paper work hasn't been completed yet so he can jarticipate
in discussions but he will not be able to help the
Committee reach a consensus or participate in any votes.
Daniel Flynn who ie also a representative of the specialty
of radiation therapy and Judith Brown who represents the
public interest.

Just a few administrative items. We do have
coffee and doughnuts for the Advisory Committee members.
They are not available for the public. There are restrooms
at the end of the hall. As you're going down the hall, the
men's room is to the left and the women's room to the
right. Also to the left there is a vending room and so if
you don't wish to have coffee but would prefer a cold
drink, there are vending machines that can satisfy that
need.

And with those -- Oh, the last thing, with

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVENUE N W
(202) 2366433 WASHINGTON, D.C 20005 | (202) 234-4433




10

.8

12

13

14

15

16

17

18

19

20

8

22

23

24

25

regard to the microphones, they're very sensitive and if
you wish to talk to one of your neighbors, you should move
the microphone aside so that you don't have a public
conversation.

&nd with those comments, I will turn it over to
Dr. Siegel.

CHAIRMAN SIEGEL: Thanks, John.

Good morning, everyone. We have a full agenda
and a lot of fairly meaty topics. We're scheduled to go
through mid-day tomorrow. My guess is that without Carol
here we probably will be done by noon today because -- but
we budgeted the time as if she were here and we're geing to
miss her at this meeting.

The -- Larry has received no notification that
there are members of the public who wish to make statements
before this Advisory Committee. And I would just ask the
audience if there's anyone who has not so declared that has
a desire to address the Advisory Committee some time during
the course of this meeting? Seeing none, we will proceed.

As has been true in the past, depending on how
we're doing on time and depending on the nature of the
discussion, the Chair will reserve the right to recognize
members of the public to participate in a discussion or to
provide information during the course of a discussion ag it

seems appropriate.
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Dan Berman sends his regrets and is sorry he
couldn't join us today but he had a double collision on his
calendar and had to deal with it. And for those of you who
have still not figured out what your E-mail addresses are
so that I can communicate with all of you at 3:00 in the
morning, I really would love to get your Internet addresses
or that of a secretary who can get a message to you.

And with that, let's begin. And our first
topic this morning for the first couple of hours actually
will be presented by Dr. Glenn discussing the radio
pharmacy rule and how it is to be resolved.

DR. GLENN: Actually, I'll change that comment
a little bit to how it has been resolved. So let me update
you on the current status of the radio pharmacy rule.

On Tuesday of this week the three commissioners
did affirm the radio pharmacy rule. So, with some minor
changes they have directed the staff to make in a staff
requirements memorandum, the rule will be published in the
Federal Register. That publishing will take place before
the end of this month. And so by January 1lst of 1995 the
rule will be effective.

So what I'm discussing today has now become for
the most part reality. There may be a few changes and I'll
try to mention those as we go along.

Let me do a little editorializing first. Give
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you my view of how dramatic this change is going to be for
the Nuclear Regulatory Commission. This represents my own
personal vision of what's going on. But I think it is a
dramatic change in philosophy. I think it will help focus
our attention or the -- where it needs to be and also I
think it will provide the community with the flexibility
that they need.

In the early days of nuclear medicine, the AEC
and the community worked very close together and there was
almost a daily working relationship. The AEC provided the
training for the physicians. New procedures came into the
AEC for approval. The drug approval, the Advisory
Committee, the predecessor to this committee, would approve
new uses,a nd so forth. However, in the '60s and '70s
certain procedures became tc be routine and the AEC created
something called the group concept. And the group concept
said, well, if you have a certain basic level of knowledge,
you can do anything of a certain type of nuclear medicine.
And then we had groups 1, 2, and 3. Groups 1 were uptake
and dilution. Group 2 was diagnostic imaging. Group 3 was
generators. So we were considered to require a little more
knowledge than simply imaging.

I think we made a critical mistake in the
middle '80s when we changed our regulations in Part 35 in a

dramatic way. And this group concept that we created
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within the criginal Part 35 as a limited set and you only

had to have a limited set of training. You could do any
procedure. In the middle '80s we made that Part 35 and we
forgot about the fact that there had been another group out
there that we had been licensing all along that did other
things. Like compounded new drugs, did human research. We
called those licensees medical licensees of broad scope.
But 1986 the rule we published was silent on the existence
of anything other than what was really the group

concept . And that flushed out some other problems as
well.

This rule, I think, resolves all of those
problems. I makes clear that medical licensees do in fact
have the flexibility to do things with drugs so long as
state boards of pharmacy and the Food and Drug
Administration don't have an objection. It recognizes that
pharmacists have a professional job to do and should be
allowed tc do it. It clarifies what the difference between
a broad scope and a specific license of limited =cope are.
The regulation now takes care of that. So we've got some
fixes in here.

In particulnr, I'm going to talk about how
we've recognized the right of both an authorized user
physician and an authorized nuclear pharmacist to prepare

drugs. I'll discuss in detail the criteria that we've set
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for recognizing a pharmacist as an authorized nuclear

pharmacist. A brief discussion of how we're going to look
at human research, human subjects. Some simplifications
we've made in the process. We've actually, I think, made a
big step forward in allowing clearly qualified people to go
ahead and participate as authorized users and authorized
nuclear phaimacists without going through a big paper
review process when in fact the paper review is very
simple. It's are you certified? Have you been listed on a
previous license? Something that anyone can easily do.

And then finally, the specific parts of Part 35 that don't
apply to broad scope licensees.

Today radioactive drug preparation is
controlled by Section 35.4° of our regulations. And it
restricts the materials to be used in drugs or reagent
kits, that they be manufactured, labelled, packaged, and
distributed in accordance with a license issued pursuant to
Sections 32.72, 32.73, or 32.74, or equivalent agreement
state regulations. It does not provide for any
institutional preparation of radiocactive materials. It
says that if it's for radiocactive drug, it has to have been
prepared by either a manufacturer licensed by the NRC or an
agreement state or a pharmacy licensed by the NRC or an
agreement state.

How does this rule change that? The new 35.49
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directions of the authorized user in the written directive.

DR. WOODBURY: John?

DR. GLENN: Yes?

DR. WOODBURY: What about PLAsg?

DR. GLENN: Oh, that's a deficiency in the
current regulation which the new regulation, of course, by
nct having these restrictione in it takes care of.

So, right now there is a problem, that PLAs are
not recognized in the regulation as it's read today.
However, as the -- when the new regulation goes into
effect, if FDA's approved it, they can use it.

MR. SWANSON: Excuse me, Doctor. Florence
Kaltovich wishes to be recognized.

Announce yourself just so the transcriptionist
can get it.

MS. KALTOVICH: 1I'm Florence Kaltovich. I work
at the FDA Center for Biologics.

My major concern that it doesn't specifically
state PLA here could be problems because they are -- there
is a total different regulations under our CFRs than under
NDA or IND.

DR. GLENN: I have not gotten into what the
current wording is but we don't refer to INDs or NDAs,
either.

MS. KALTOVICH: In here it listed that it was
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and I was concerned.

DR. GLENN: Well, my next line is that as it's
received from 35.100, 200, 300, it's received from a
supplier who is licensed under Part 32 or prepared by
qualified, authorized nuclear pharmacist, or authorized
user. And what we're silent on its FDA credentials. 8Sn we
will not restrict it.

MS. KALTOVICH: Okay. Thank you.

MR. SWANSON: And John, doesn't also the new
term radiocactive drug as opposed to the term
radiopharmaceutical partially address that issue? Recause
you define it to mean pharmaceutical or radioclabelled
biologic.

DR. GLENN: Right. And that's in Part 32 we
define -- Well, I guess, no, we define it in Part 35. But
yes, we have incorporated the FDA's definition of a
radioactive drug. And in fact, in most places in Part 35
we don't even use the term radiocactive drug, we just use
the iterm byproduct material to avoid that problem of any
implied restriction in terms of the terminology.

We're also changing Part 32 which is the
regulation under which we license nuclear pharmacies,
conforming changes. Currently under 32.72 they have to
receive the material as an ND} material, a biologic product

license material, or material subject to an IND. Or, they
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have to demonstrate to us that they're not subject tu FDA's
regulations. Sc far as I'm aware, we have never had a
pharmacy come in and say they want to do anything other
than distribute already approved FDA materials on the basis
that they're not subject to FDA regulation. There have
been arguments about that but sc far as I know that has
never been the basis of a license that we have issued.

CHAIRMAN SIEGEL: I might just point out that
that's because ycu only regulate byproduct material. And
if positron emitters were under discussion, that might be a
more interesting discussion.

DR. GLENN: Currently we have a regulation,
Part 32, section 32.73, and again, it restricts generators
and reagent kits to FDA approved materials, or with the
same caveat, demonstrate that you're not subject to FDA's
regulations.

I'l1]l mention that 32.73 goes away in this
revision of the regulations. Generators, under the new
definition of radiocactive drug, go into 32.72 and the NRC
has removed itself completely from the regulation of kits
that do not contain radiocactive material. So, 32.73
disappears completely.

The new 32.72 says that we will grant
distribution licenses for drugs and generators prepared by

FDA or state licensed, or registered, manufacturers or
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pharmacies, or nuclear pharmacies within a federal medical
institution. Now, we had to include them because they
might fall outside all of these other categories and so a
VA hospital could come in and ask to be licensed pursuant
to Part 32.

There was a letter that was distributed to the
members of the committee with comments from Dr. Carol
Marcus that did express some concerns about the proposed
labeling requirements in the regulation. Currently the
NRC's labeling requirements are that the rad:onuclide be
specified, the quantity of activity, the date of assay, the
Part 35 listed use. That's whether it's for a use that's
in 35.100, 200, 300, so forth. And the regulation says it
may be combined with any required FDA labeling.

The new labeling does not differ greatly from
that. Rather than the radionuclide, we do say radiocactive
drug or abbreviation. We still require the guantity. We
require the date cof assay. Controversial one, we also
require the time of assay. That's in addition. However,
in the rule as approved by the Commission, that has been
limited so that if the isotope has a half-life greater than
100 days, the time of assay is not important. It doesn't
have to b eon the labeling. That, I think, involves very
few drugs but it does avoid the inconsistency of requiring

a time to be noted when the time isn't that important,
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where the date is sufficient information to be able to
comply with our regulations.

Still requires that th2 Part 35 use be listed.
And the regulation says that it is independent of FDA
labeling. 1If the pharmacy or irhe manufacturer wishes to
include it with the required FDA labeling, that's fine.
However, this labeling is NRC's Part 20 labeling
requirement and it does not have to be combined with FDA's.

DR. WOCDBURY: Does this mean the provider then
has then two different labeling things to be concerned
about? 1Isn't that overkill?

DR. GLENN: We tried to word this such that we
don't restrict them in any way. Anything that meets our
requirements and meet your requirements, it can be
combined. It can be separate. Whatever meets the
regquirements of Part 20 plus whatever meets the
requirements of the FDA is acceptable. We're not regquiring
two labels.

John Telford just clarified for me. There is
one sentence that says clearly that one label will be fine
if it has the information that we require.

DR. NELP: What do you perceive you would
require that isn't already required? I mean, why do you
want to get into this arena? I would presume that

everything that comes into our hospital and our laboratory,
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and to our research unit, is labeled appropriately by the
current guidelines and FDA, and users guidelines, and so
forth. Why don't you ‘ust accept what there is out there.

DR. GLENN: This is the labeling that is
required for the medical use licensee to be able to comply
with the NRC's radiation safety reguirements and
misadministration requirements. That's the only reason for
this labeling.

DR. NELP: That already exists was my point.

DR. GLENN: I guess we don't know that that
exists. There is a Part 20 reguirement that applies to all
NRC licensees.

CHAIRMAN SIEGEL: Buzz, I'm not sure that this
ie a practical problem in the final analysis and I would be
interested to see what Dennis thinks about that. I -- This
information for the most part is already on the label of
something that arrives at your shop frem a Part 32
supplier. And this applies to Part 32 suppliers.

DR. GLENN: This is the Part 32 regquirement,
right.

CHAIRMAN SIEGEL: Correct. If you are making
something down the hall in your own radiopharmacy and it's
going tc go from your lab directly into a patient, you
don't have to generate this complicated label to go right

into the patient. This is when it's being shipped into
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your facility by a commercial supplier.

That's correct, John?

DR. GLENN: Yes, thuis particular requirement .
Now, there are some Part 35 --

CHAIRMAN SIEGEL: Absolutely.

DR. GLENN: What has to be on a syringe.

CHAIRMAN SIEGEL: Correct.

Do you agree, Dennis? Or do you still see a
problem here?

MR. SWANSON: Well, I have several specific
comments regarding labeling and what appears in this
regulatory guide. And I don't know if you want to address
those now or come back to it later on?

DR. GLENN: I would be fine. I guess et me
make one other comment in terms of the labelling. We had
in the proposed language a requirement that there be a
statement on the labeling that said that this did not
relieve people from complying with any other regulations
that might apply to a drug manufacturer or a pharmacy. 1In
the rule as approved by the Commission, that sentence is no
longer required. So just to make that clarification.

MR. SWANSON: Specifically, why do you require
the Part 35 listed uses on the label? It seems that the
centralized nuclear pharmacy, according to their license,

is restricted to distribute the drugs to people that are
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appropriately licensed. Likewise, the Part 35 licensees
according to their license, are restricted to receive drugs
from people that are appropriately licensed. It seems
ridiculous tu r2Juire that statement on a label.

If I can illustrate an example here of why I'm
concerned.

DR. GLENN: Well, 1 guess one thing I will
note, 1 will be showing you a license later and that is the
basic-- that is the way in which we actually list on a
license what a medical use licensee may do, is by those
35.100, 35,200, 35.300.

MR. SWANSON: Yes. My concern is that 1 don't
think that needs to appear on the unit dose label that goes
from the centralized nuclear pharmacy to the Part 3%
licensee. 1If I can pass these around to the ACMUI, I would
just like to illustrate a point here.

And what I'd really like you to do when you get
these is just focus on the top two labels, if you would.
The top two labels are actually samples of labels from two
centralized nuclear pharmacies. 1'd like you just to 1l>ok
at the top two labels and tell me which one is easier to
read and specifically find a piece of information. For
example, the name of the radiocisotope or the patient's
name, or the prescription number? And just focus on the

top two. And I think you can readily see that it's much
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easier to find the information on the second labzl. And the
reason why is because the second label has much less
material type don that label. And the point I'm trying to
make is, I think you really need to look at what your
reguirements are for labeling very carefully because as you
begin to regquire more material on the label, it actually
becomes much more difficult to find the critical material
that you need. And in fact, I think that can have a
significant bearing on misadministrations and safety
because, again, if you can't find, for example, the name of
the isotope or the patient's name very readily, that can
have a significant impact. And that is an important point,
a very important point that I would like to make to the NRC
in its labeling requirements in general.

Secondly, I have concerns about for the
syringes, and maybe you can answer this question. You
require the clinical procedure, or patient, or human
subject's name. If a cenlralized nuclear pharmacy labels a
syringe with a patient's name. Let's say they label a
syringe of Technetium MDP for bone imzging with a human
subject's name. They send that to a hospital for eventual
administration to the patient. And let's say for some
reason that particular patient study is canceled. At the
nuclear medicine department of the hospital they reschedule

another patient for a bone scan. And in traditional
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to be performed or the patient's or the human research
subject's name."

DR. NELP: Why would you want to do that?
That's not convention. First place, that's not the
conventional practice and is not a requirement in the
practice of either diagnostic or research uses of these
things. We never -- Well, we could but ordinarily don't
put the patient's name on the syringe. And we ordinarily
do not put the procedure on the label.

CHAIRMAN SIEGEL: I think we've got three
things going on simultaneously here. And I think we need
to make sure we're clear about this.

This is the distribution of a dose of a
radiocactive drug from a commercial supplier, and for the
most part, in fulfillment of a prescription, implicit or
otherwise, for use in a patient. And if we forgot for the
moment that this was a radiocactive drug, most of the time
the prescription would be very specific. It would be a
prescription for a specific patient with specific
instructions. And it would be very clearly linked
physician, pharmacy, patient. And that's true of the
average prescription.

Now, we over the years it has nlearly evolved
that commercial nuclear pharmacies distribute radicactive

drugs with implicit patients in mind without always
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explicitly stating who the patient is that's going to get
the particular dose of drug delivered to the hospital that
morning.

And so stating that Technetium MDP was meant
focr a bone scan solves that problem. You don't have to
have the patient's name on there. It just says this is a
20 millicurie does of Technetium MDP and it's intended for
use in a bone scan. Now, the author --

DR. NELP: Well, what else would you use it
for?

CHAIRMAN SIEGEL: Whatever else the authorized
user wanted to use it for. And the authorized user has the
right te alter that prescription.

MR. SWANSON: Correct. The big thing that
differentiates traditional pharmacy dispensing from nuciear
pharmacy dispensing is that in traditional pharmacy
dispensing, we dispense the drug directly to the patient
for the patient's own use. In nuclear pharmacy dispensing,
we dispense the drug basically to the nuclear medicine
clinic for use in patients under the direction of the
physician. There is a difference there.

MR. GRAHAM: Well, I don't think it's a
difference. 1It's a sequence. A commercial manufacturer is
labeling a drug that is being sent to a licensed

pharmaceutical distributor and then there are state
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requirements that kick in that cover the lah:lihg, when
it's going to go from that licensed, controlled entry point
to a patient. And this seems to be backing up the labeling
process a step further than it needs to. So it is -- It's
placing a limitation in the label that doesn't seem to
apply once you get to an authorized user.

DR. NELP: The physician, the materials are
dispensed to the physicien. He uses it according to his
authorization. If I have ten bone scans to do tomorrow, I
will order ten unit doses of that material and when they
arrive in my lahoratory, I will use them as I see fit under
the discretion of the timing and the cancellations, and the
add-ons, et cetera, et cetera. And I may order more and
sometimes I1'll have some that are not used.

DR. GLENN: I guess I'm missing the point of
what in this requirement prohibits y.u from doing that?

DR. NELP: May -- It was my understanding that
I had to say that what the purpose of the
radiopharmaceutical was and that it had to have the
patient's name on the syringe. That's not correct?

MR. CAMPER: Let me make a clarification, too,
for the committee's benefit.

DR. NELP: 1 thought that's what Lariy was
reading.

MR. CAMPER: No, it's an or. Currently in
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My problem is in this regulatory guide for Part
32, it specifically states that they have to label the
syringe with the name of the patient or the clinical
procedure. It does not specify that they can label it with
the name of the radiopharmaceutical. The specific point,
that needs to be modified to be consistent with Part 35.

In that they can label it or with the name of the
radiopharmaceutical is the specific point.

Alsc, if you read on further on Part 32, it
says labels for containers of radiocactive drugs tagged with
Technetium 99M should specify the total activity or
concentration of Molybdenum 99. That's another labeling
requirement that you don't have on your slide that appears
here and again, more information that must be on the label.
And I question why. If they have an expiration time for
the radiopharmaceutical which we traditionally put on
labels, then why do we need to specifically put the
Molybdenum 99 concentration on the label? When we receive
a Technetium generator from a manufacturer, we don't
receire information about the results of their testing on
Molybdenum breakthrough on that manufacturer's label. If
you look at the bottom label on the hand out I gave you
which is iodine 123, which you don't regulate, a
significant consideration with the use of iodine 123 is

that you get build up of I 125 or I 124 contar ants.
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That 's why they have 24 hour expiration period.

The manufacturer is not required to put the
concentration of I 125 or I 124 contaminants on their
label. Why are you requiring the centralized nuclear
pharmacies to put the limit for Molybdenum 99 breakthrough
on their product labeling?

DR. GLENN: I think, if you -- again, if you go
back to Part 35, there is a requirement that medical use
licensee in fact know the Molybdenum content of the dose
that's to be delivered. And so I don't think actually that
that's in the regulation. I guess that's in the guide as
a should that that be included there. So that's not an
absclute requirement. That is a suggestion that in order
for the medical use licensee to know the Molybdenum content
of the dose at any given time, that that information be
provided. But I don't think that's in the regulation
itself.

Am I correct on that, John?

DR. FLYNN: Do your inspectors look for it?

DR. GLENN: No.

CHAIRMAN SIEGEL: What was the answer? John
said that is correct?

DR. GLENN: He shook his head yes.

So, that would be something that the reviewer

in the licensing process may raise, how are your customers
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going to know what the Molybdenum content is. BRut it would
not be a tasis for denying the license. And it would not -
- if it's not incorporated into the license, it would not
be an inspection item.

CHAIRMAN SIEGEL: Dennis, I guess I'm still
having trouble. You're --1'm having trouble deciding
wnether you're objecting to new changes in labeling
requirements which we're learning are relatively minor
versus objecting toc existing changes in labeling
requirements and wishing to retrench. Because very little
is changing here from what is currently required.

MR. SWANSON: I think the reguiring that Part
35 listed uses is a significant change from what's
currently required. For example, I'm concerned about
Molybdenum 99 breakthrough, for example. I was also
concerned about the reguirement that appeared in the
original proposed rule about requiring that that label also
notes other regulatory approvals which you've taken care
and it doesn't appear in the new Part, so that was part of
my original concerns.

In general, I guess I'm concerned that really,
again, the NRC is getting into the whole issue of product
labeling when in fact those issues are adequately regulated
by state boards of pharmacy and by our nuclear pharmacy

practice standards. One of your criteria for recognizing
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and authorizing nuclear pharmacy is board certification and
if you look at the nuclear pharmacy practice standards that
led to the examination for board certification, labeling is
one of the issues that's addressed.

And so again, it seems like they're stepping
into an area that really is probably more of a
professional area at this point in time.

DR. GLENN: I think there is a fundamental
problem here in that when we talk about labeling, we're
talking Part 20 type labeling. In other words, that
information that needs to be on a container of byproduct
material'that allows our licensees to comply with our
regulations. We are not using the term in the same sense
that FDA uses the term. We are talking about a tag to a
container that permits the person who uses that container
to use it safely.

CHAIRMAN SIEGEL: So I guess I'm having trouble
deciding whether we've got a specific -- it's probably too
late, but whether we have a specific recommendation that he
wants clarification.

DR. GLENN: Well, I guess 1 hear cone and that's
why in the -- We had three "ors" apparently in 35. We
only have two "ors" in 32, and I can't remember any reason
for dropping the third.

CHAIRMAN SIEGEL: Is that addressable or is it
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too late to deal with?

DR. GLENN: I don't know. I think it's -- the
affirmation has already taken place.

MR. SWANSON: And again, I do have problem with
the Part 35 listed uses on the label. 1 just can't
understand why that's required.

DR. GLENN: Most of the labeling that we have
in Part 35 is that information we think it necessary to
prevent misadministration.

CHAIRMAN SIEGEL: And yet, Dennis, it's on this
label for Thallium. The non-Part 35 listed use is on the
label. So why does it bother you?

MR. SWANSON: Tell me specifically what you
mean by Part 35 listed use?

CHAIRMAN SIEGEL: Where it says there, cardiac
profusion study, and where it says on the cardiolite label,
cardiac study.

MR. SWANSON: No, I'm requesting the NRC to
tell me what they mean by Part 35 listed use on the label.

DR. GLENN: 1Is it for use under 35.100, is it
for use under 35.200,

MR. SWANSON: Do we have to specifically state
on the label, then, this product is approved for use under
35.100, 35.200, 35.300, is that what you're saying that you

want on that label?
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DR. GLENN: Can we read what the actual
regulation is there?

MR. CAMPER: It says, "In addition, the label
for the syringe or syringe radiation shield must also
contain the clinical procedure to be performed, or the
patient's name, or the human research subject's name."

DR. GLENN: Now where is the part that talks
about the label that says the Part 35 use? Does that have
to be on the label or is that information that has to be
otherwise provided?

MR. CAMPER: It goes on to say, "Furthermore,
the label or the leaflet or brochure, that accompanies the
radioactive drug must contain a statement that the U.S.
Nuclear Regulatory Commission has approved distribution of
the byproduct material to persons licensed to use byproduct
material pursuant to 35.100, 200, or 300, as appropriate,
and to persons who hold an equivalent license issued by an
agreement state. The Commission's labeling requirements
are independent of requirements of the U.S. Food and Drug
Administration. One label is acceptable to NRC provided
that it contains all of the information which NRC
requires."

MR. SWANSON: And that's my objection. I don't
know why that has to appear on the labeling, because,

again, you have specifically stated in the license of the
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distributors that they only can distribute to certain
licensees. You've specifically stated in the Part 35 that
they can only receive them -- I don't know why that has to
appear on the label.

Also, we do not routinely --

MR. CAMPER: It appears on the label, the
leaflet, or the brochure that accompany.

MR. SWANSON: We don't routinely distribute
leaflets or brochures with unit doses of
radiopharmaceuticals. And if you require that, that's an
additional expense that must be accrued by the centralized
nuclear pharmacy and eventually the public. I don't know
why that's required.

DR. GLENN: Because that's -- the reason it's
required is because that's the licensing . ~sis. That's lLow
we license medical use licensees is on the basis of 35.100,
35.200, 35.300. So this identifies the class of licensees
that can receive that material.

CHAIRMAN SIEGEL: 8o, if I understand what
you're saying, John, and what Dennis iz saying, this label
that he gave us for Technetium Cardiclite, the sample
that's the top one there, would not be in compliance with
that labeling requirement if there was not also a "package
insert" distributed with the drug?

DR. GLENN: A statement is distributed with it
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CHAIRMAN SIEGEL: 1I'm not sure it would.

DR. GLENN: Well, actually, that's how it is
done today, is that it's in the FDA approved package
insert. That's how it's handled today.

CHAIRMAN SIEGEL: Which is not distributed with
every single dose of the drug. I guarantee it.

MR. SWANSON: There is also a difference
between the FDA and centralized nuclear pharmacies.

DR. NELP: We'll have a package insert binder
that ‘s available to people if they want to look up some
details. But it certainly is a source of information but
it doesn'p come with a labeled dose for a patient.

CHAIRMAN SIEGEL: I'll recognize the member of
the public who needs to introduce herself.

MS. SEIFERT: 1I'm Kathy Seifert. I am the
Director of Regulatory Affairs for Syncor International and
can represent about half the nuclear pharmacies in the
country.

In our labeling in this portion that you're
referring to, in the leaflet, what do we call this, leaflet
or brochure, my question is, would a packing list that
accompanies the package of the radiopharmaceutical be
considered to be a leaflet or a brochure?

DR. GLENN: That would be perfectly acceptable.

MS. SEIFERT: Because it's easy to put that one
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as part of the computer generated leaflet although as far
as being something you give to the patient, it really isn't
that.

Also, if that's all right, I mean, that's what
we do already.

CHAIRMAN SIEGEL: Patients don't get this
labeling information anyway.

DR. GLENN: That is perfect.

MS. SEIFERT: Okay.

DR. GLENN: That's perfectly in accord with
what the intent of that regulation is. 1Is that the medical
use licensee receives the information as to what use in
Part 25 this material has been prepared for.

MR. GRAHAM: But if I understand this, if you
ordered ten doses of the drug to be legally labeled, each
of those ten doses would have to have that attached package
insert? It's equivalent inside a hospital setting that
every unit dose drug theoretically would have to be labeled
with the package insert coming off the manufacturer?

DR. GLENN: To be legally labeled. See, 1
don't think that's what it says --

MR. GRAHAM: I'm talking about a guantity.

DR. NELP: I don't think --

DR. GLENN: Could we read the language again?

DR. NELP: We don't have the final regs and you
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have to talk to Larry, and Larry has to get out his pen.
I'm not sure we know what we're talking about.

CHAIRMAN SIEGEL: Let's hear it again.

MR. CAMPER: Well, I can read it for you.

DR. GLENN: Let's hear it again.

MR. CAMPER: "Furthermore, the label or the
leaflet or brochure, that accompanies the radiocactive drug
must contain a statement that the U.S. Nuclear Regulatory
Commission has approved distribution of the byproduct
material to persons licensed to use byproduct materials
pursuant to 35.100, 200, and 300, as appropriate, and to
persons who hold an equivalent license issued by an
agreement state. The Commission's labeling requirements
are independent of requirements of the U.S. Food and Drug
Administration. One label is acceptable to NRC provided
that it contains all of the information which NRC
regquires."

DR. GLENN: I don't that implies every
container. It applies every transfer includes that
statement.

MR. GRAHAM: Well, but to assure that as a
commercial laboratory, I'm complying with the letter of the
law, I can't afford the risk that somebody in my packaging
area is going to put five cf those doses together and toss

that package insert in. So, I'm probably going to have to
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attach it to each and every dose. 1It's just redundant
information that we've got floating around.

MR. SWANSON: You would also have to have a
different label if you distributed I 131 for therapy than
you would for Technetium 99 MDP for diagnosis. 8o you're
going to have to keep track --

DR. GLENN: That in fact is our intent. It is
our intent that if it's for therapy uses, that it be
labeled as such. If it's for diagnostic uses, it be
labeled as such. That is in fact our intention.

MR. SWANSON: No, your intent is not that it's
labeled for therapeutic uses and diagnostic uses. Your
intent is that the label says that it's approved for use
under 35.300 or 35.200. The question I'm asking is, what
is the purpose of that requirement? What does it add to
the safety of the dose? What does it add to the safety of
the public?

DR, GLENN: Well, let me go back. I think, in
fact, that is exactly what that labeling requires. It
reguires you to say whether it's for therapeutic -- I mean,
for a therapeutic use or whether it's for a diagnostic
imaging use. That is what 35.200 and 35.300 mean within
the context of Part 35. It's the structure of our
regulactions. 1 guess we could revisit that at another

time, whether we should have 35.100, 200, 300, but that in
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fact is the way regulate.

MR. SWANSON: I'm not arguing with 35.100, 200,
and 300. I'm arguing with the point that you're requiring
that statement on the product labeling. 1It's a very
different argument.

DR. GLENN: And we're saying it can have a
serious consequences if a material that is for use under
35.300 were transferred and used for a 35.200 purpose.

DR. NELP: Could you translate that in to
English, please?

CHAIRMAN SIEGEL: Well, that's not true, John.

DR. NELP: And not numbers.

CHAIRMAN SIEGEL: If a 5 millicurie capsule of
I 131 that was intended for treatment of hyperthyroidism
was used instead for imaging, for imaging of a thyroid--

DR. NELP: One is therapy and one is diagnosis.

DR. GLENN: Correct.

CHAIRMAN SIEGEL: It wouldn't make any
difference. Admittedly, if a doses of Strontium B89 that
was intended for therapy was tried to be used for cardiac
imaging, that would be unsuccessful and would be
inappropriate. But --

MR. SWANSON: If you're veally concerned about
patient safety, then have the product labeled I 131, sodium

iodide for therapy, Technetium 99 MDP for diagnosis. Don't
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have the label say approved for use for 35.300. That --
unless you know specifically what 35.300 is, that's not
adding anything to the safety of the product. That's just
complying with your regulatory issues.

DR. GLENN: Again, though, I think it is
information that we think is important in order for the
medical use licensee to comply with our regulation. Now,
let's take a different example. A medical use licensee is
authorized to receive for 35.200 but is not authorized --

DR. NELP: Could you instead of talking in
numbers, could you say what the differences are?

DR. GLENN: We have a licensee -- But --

DR. NELP: 35.200 versus 35 --

DR. GLENN: 200 is diagnostic imaging. So, we
have a licensee who is authorized for --

DR. NELP: Diagnosis.

DR. GLENN: -- diagnostic imaging. But they're
not authorized for radiopharmaceutical therapy. 1If the
drug is not labeled as to what its appropriate use is and
Strontium 89 is sent to the diagnostic imaging licensee,
and they -- due to the fact that there is miscommunication
and the medical use )icensee does not pick up this is fer a
type cf activity Zor which I am not authorized, there could
be serious consequences.

MR. SWANSON: Let me ask you this guestion.
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DR. NELP: How did he get it in the first
place?

MR. SWANSON: Yes. Do you regquire the --

DR. NELP: He did not prescribe it himself so
how did he get it? I mean, he would not prescribe
Strontium 69.

DR. GLENN: Well, we have errors occurring all
the time.

DR. NELP: So this is an error at -- the
pharmacy's error?

DR. GLENN: Or, you could have a medical use
licensee vho rejuests something that they're not authorized
for.

MR. SWANSON: Do you require the Part 32
licensees to verify that the materials that they ship --

CHAIRMAN SIEGEL: Yes.

MR, SWANSON: -- to an end user are
appropriately licensed to receive that material?

CHAIRMAN SIEGEL: Yes. They do, right?

MR. SWANSON: Right.

CHAIRMAN SIEGEL: That's why the Syncor asks
for a copy of your license to know what you're licensed to
receive.

MR. SWANSON: And you require that the end

users under their license conditions, have requirements as
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to what they can use?

CHAIRMAN SIEGEL: Yes.

DR. GLENN: But you --

MR. SWANSON: So why are you requiring this to
appear on the label?

DR. GLENN: Well, the way our licencesg are
written, the way you know what they are authorized to do,
is by this nomenclature of 35.100 which is update and
dilution, 35.200 which is diagnostic imaging, and 35.300
which is radiopharmaceutical therapy. It is in fact the
basis of our regulations and the way we write licenses.

MR. CAMPER: Well, it's also, two -- there are
two different things going on at the same time here. One
hand you have information which must appear upon a syringe.
This is your radiopharmaceutical, its abbreviation, the
clinical procedure, or the patient's name. That's the end
» <, if you will. At the same time, the language that
you're referring to, though, Dennis, focuses more upon the
distribution of the product by a Part 32 licensee to a Part
35 licensee.

So, two different phenomenon going on all
ending up, of vourse, in the same place. But the reason
thie language is in here, and arguably I understand your
point about being overbearing, but the important thing is

it is about distribution to medical licensees authorized
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MR. GRAHAM: And I think Dennis' fundamental
point wzs, is it going to improve the distribution process?
Is ic¢ going to reduce the error? And so the fundamental
question that he raised originally was, is it information
that reduces that error rate? And by adding the
restriction that you have 35.100, 35.200, you've added more
stuff you have to sort out and work around to get to the
more relevant information given that you are indeed
licensed under Section 35 to have received it in the first
place. 1It's noise.

So in an age of information, you're always
asking is the value of the new information being required
greater than the turbulence that it may create? And I'm
hearing a lot of concern from a pharmacists that --
eliminate the thing.

MR. CAMPER: And to eliminate it, then, that
assumes that the limited specific licensee, this is a
licensee of 35.100, 200, 300, which is diagnostic and
therapy, understands and confidently assumes that the
product has been distributed in accordance with a Part 32
distribution license.

MR. GRAHAM: The regulations that govern their
license set up the systems to assure that. 8o, from the

perspective of the labeling, this becomes redundant.
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CHAIRMAN SIEGEL: Kathy?

MR. GRAHAM: But I think it's moot.

CHAIRMAN SIEGEL: It may be moot.

MR. CAMPER: Well, it's moot in the sense that
this rule has ben affirmed. It is not moot in the sense
that it could not gc¢ undergo further consideration. Or
perhaps even recommended changes by the staff.

MR. GRAHAM: One brief procedural question.
Having received an impressive amount of, poundage of paper
for today, can we receive a set of those final regulations
that you're reading from? I mean, we have everything but
that.

DR. GLENN: Let me explain why you do not in
fact have a final set of the regulations. And that,
because the staff does not currently have the final set.
That will be being generated in the next few days and we
certainly will get that out to the committee.

But we're coming to the committee in real time.
I mean, things are happening and we do not have, in fact,
ah hard copy of the final rule as it will be published in
the Federal Register.

MR. GRAHAM: But even a marked up draft would
have helped.

CHAIKMAN SIEGEL: Well, we've got the next best

thing. We've got lLarry here to help ue.
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DR. GLENN: Larry will continue to read.

CHAIRMAN SIEGEL: Kathy.

MS. SEIFERT: 1I'd like to make one more point.
As I said before, it's not hard for us to comply with this
liceneing or this requirement for labeling if we can put it
on a packing slip. And in that regcerd, we can comply with
it. I agree 100 percent with Dennis' point earlier that
the more you put on the label, the more noise there is, the
more chance there is for misadministrations. And we track
misadministrations very closely for misadministrations that
occur based on something that happened in the pharmacy as
well as what happened in the nuclear medicine department if
we are aware of it. And probably the most common cause of
misadministration is looking at the label incorrectly. And
as Dennis said earlier, the more you have on the label, the
more difficult it is to see exactly what it is there. Even
though you put in all the human factors that may make it
easier to read, it's very difficult. Labeling is very
important in pharmacy and I agree 100 percent with the fact
that the more you have on the label, the more difficult it
is to read.

CHAIRMAN STEGEL: Becb had a comment .

MR. QUILLIN: John, do you have
misadministration data which demonstrates a need for this

type of labeling in this particular issue?
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DR. GLENN: Certainly I think we do on the
point of view of the syringe having sufficient information
on it to be able to identify what it is. I mean, people
picking up the wrong syringe and not checking the
information, having -- not having enough information on the
syringe. That kind of thing has caused --

CHAIRMAN SIEGEL: Of course, maybe they
couldn't read it because the letters were so small to get
in all that other stuff.

DR. GLENN: Again, there's this business about
the 35 -- Part 35 listed use is something that's been in
there for ages and we certainly did not corsider that we
were changing anything in requiring that this a part of the
information that goes with the distributed material.

And again, it's very clear that it doesn't have
to be on the label on the container. It just has to be
information that is transferred with the shipment. 1It's
for regulatory purposes.

MR. CAMPER: Just a point of clarification,
too. In loocking at the language in the existing 32.72 or--
there is a relaxation going on in this new verbiage.
Perhaps not enougi: in the minds of sowe but there is a
relaxaticn going on in the sense that the current verbiage
in 32.72.4.1 says the following. And, by the way, you do

have a copy of Part 35 in the front of your books which
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will help you. I don't think *rou have Part 32 but we can
get it for you if you like.

MR. SWANSON: wWe do now.

MR. CAMPER: It says currently, "The label
affixed to each package of the radiopharmaceutical contains
information on" the same things. And then goes on to make
the statement that it is authorized for distribution to
Part 35 licensees. So, this language, believe it or not,
was a relaxation of the current requirement. And I don't
know what you've been doing functionally out there with the
current requirements or how much of a burden it's posed,
but this was an attempt to relax that somewhat.

MR. SWANSON: To my knowledge, this information
is not being included on materials currently being shipped
to us from centralized nuclear pharmacies. Never is.

CHAIRMAN SIEGEL: All right. Well, we got
diverted here. Probably appropriately.

Let me summarize what I think we've heard. 1
think we've heard that less may be more. And that it's
appropriate for you at least to consider along the line,
whether everything that you'‘ve got on the label is
absolutely required for a patient's safety as opposed to
satisfy some legal requirement so that you feel you've
communicated appropriately with your suppliers and your

medical licensees, and I think otherwise that captures -- 1
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think that pretty much captures the main points.

I think given that this is essentially a done
deal, it's unlikely that this is going to change but it's
worth reexamining at some point down the road.

MR. CAMPER: Just a comment on the done deal
part of it. I agree that it is a done deal for now. But I
would reemphasize what 1 said a few moments ago. And that,
comn*nts on the guidance document, for example, we're in
the stage with the guidance documents were we're asking our
regents to take a look at them, provide comments and
analysis. We certainly can revisit the guidance document.
That's easy to do.

with regards to the rule language itself, we do
have a major revision to Part 35 planned and there's
absolutely no reason why we couldn't look at these kinds of
issues and problems as part of that process. Or, for that
matter, if they were serious enough and could be handled
simply and quickly enough, we might consider some other way
of dealing with it.

So it is a done deal, I agree, but it's not a
done deal with a capital D.

MS. BROWN: 1I'm wondering about the timing of
the deal. Why the vote needed to be taken before this
committee met to look at the material?

DR. GLENN: The timing, this is not a rushed
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In terms of the syringe labeling that says clinical
procedure, or patient, or a human subject's name, what --
do you have any internal guidance as to what you define as
an acceptable descripticn of a clinical procedure? Could
it simply say diagnostic imaging? Is that a clinical
procedure?

Dl. GLENN: I don't think we have a regulatory
definition. My gut instinct that we meant something a
little more than that. But we don't have a regulatocry
definition.

CHAIRMAN SIEGEL: I guess that is intended to
address the guestion that asked if I chose to divert that
does to some other indication, does that make it easier for
me to do that. I, frankly, am not sure I see the problem
that Buzz and Dennis raised which is that as a physician, I
don't have any problems diverting a dose that says it was
for a bone scan to myocardial infarc imaging if that's what
I want to use it for.

MR. SWANSON: I think my only problem there is,
and I think you identified it, it could be easily corrected
by just simply putting or radiopharmaceutical there. 1If
you put the name of the radiopharmaceutical, I think that
that addresses the identity problem. It also permits the
flexibility to do with that dose what you want to do.

CHAIRMAN SIEGEL: You can speak to us, John,
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DR. FLYNN: Well, John is mentioning that we
have defined clinical procedures manual in Part 35. And
I'm trying to think whether that provides any guidance or
not.

MR. TELFORD: John Telford, research. The
point I was trying to make is that in 35.2 there is a
definition of diagnostic clinical procedures manual. And
in that manual are all of the clinical procedures, exactly
the point, which have to have been approved by the
physician authorized user. So that if in your institution,
in your diagnostic clinical procedures manual you have a
list of all the clinical procedures that you do. So you
have defined for yourself what the clinical procedures are.

CHAIRMAN SIEGEL: I understand that and
that's ~-- Right. But that's why adding the third "or" also
solves the problem. Because my clinical procedure manual
says that in order to do a renal scan, you take a syringe
full of Technetium DTPA, therefore the syringe full of
Technetium DTPA doesn't have to say renal scan on it. It
could simply say Technetium DPTA. Then, if I also choose
to use that syringe instead for a brain death study, I got
the option. 1It's not even momentarily mislabeied if you
restrict it tc the drug name.

I think I sort of agree with Dennis although I

also sense that this is not a budget buster in terms of a
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major earth shatciering problem that leads to clinical
disasters.

MR. SWANSON: I think I'm -- a major concern 1
have is it goes back to a misadministration rule. 1If the
syringe is labeled with a patient's nam: or a clinical
procedure and you use it for a different patient or a
different clinical procedure, are we going to get hanged on
that? And --

MR. CAMPER: Well, certainly not in che
diagnostic arena because of the threshold.

MR. SWANSON: Wrong. In misadministration the
diagnostic area is defined as wrong patient, wrong
procedure, wrong drug.

CHAIRMAN SIEGEL: With & meeting a dose
threshold.

DR. GLENN: Only if it exceeds 5 and 5C.

CHAIRMAN SIEGEL: That's correct.

DR. WAGNER: Yes, but -- that still does cause
you a problem in terms of the procedures you have to go
through, To file a report, you have to got through various
procedures to make sure things were available. That you
did have a misadministration, it didn't exceed the level.
But you still have to go through a lot of procedures.

That may actually be the fact that I'm in an

agreement state and the agreement state has those rules in
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there.

MR. CAMPER: 1 was going to say, we Lave no
such rule. Ours is strictly at a thresholder's reporting
requirement. There is nothing -- For diagnostic
misadministrations, there's nothing other than that
reporting threshold at 5 and 50.

DR. WAGNER: We don't have to report it but we
have to investigate it.

MR. SWANSON: All I'm really saying is a simple
"or radiopharmaceutical" is going to solve your whole
problem here. If you just go back to the Part 35.

DR. GLENN: And I don't remember why it does
not exactly parallel Part 35. It seems like it should
have.

John, I guess just one gquestion. Clarify with
you, I de not think we got any comments on this particular
issue about the clinical procedure and the --

MR. TELFORD: I don't believe we did, either,
because it is in basically current language.

MR. SWANSON: 1It's stated correctly in Part 35.
Again let me emphasize the point. i(t's state incorrectly
in the regulatory guide. It is stated correctly in Part
35.

MR. TELFORD: Your comments are -- will be well

received on the regulatory guide. There is time to do
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pharmacy doesn't tell them that it's okay and Molybdenum.
And Dennis' answer was the expiration date addresses the
problem if the Part 32 licensee is following the rules.

DR. GLENN: I guess cne issue that I know did
come up in the discussion of this rule making is that in
fact expiration times and expiration dates may be one of
the things that is changed by the pharmacy. So, I guess we
have some concern on that.

CHAIRMAN SIEGEL: But they won't be changed to
result in a viclation of the Molybdenum requirement.

DR. GLENN: Maybe that's what the guide should
say is that the pharmacy can have procedures to assure that
if it's used within the stated time that's put on the
label, or whatever happens, that it would not exceed.

MR. SWANSON: Actually, the guide does say
that. That the centralized nuclear pharmacy is required to
put an expiration date and time based upon fulfilling the
Molybdenum 99 breakthrough. 1If that expiration and date,
and time, is on the label, there ought not to be a
requirement that they actually put the Molybdenum
concentration on that label.

CHAIRMAN SIEGEL: In current Part 35, 35.204A
reads, "A licensee may not administer to humans a
radiopharmaceutical containing more than 0.015 microcurie

of Mclybdenum %9 per millicurie or Technetium 99M." And
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then this part B talks about if you do -- if you aliquot
your own generator, you have to measure it.

I would interpret A to mean, Dennis, that if
you don't have the information, you don't know and
consequently it really does need to be in the information
provided to the Part 35 licensee. Because this is putting
a responsibility-- you could argue that the way 35 is
worded is incorrect. And that may be cne issue. But
currently the Part 35 licensee has tc know the Molybdenum
concentration in order to know that they are in compliance
with 35.204A. And admittedly, it could be done by an
understanding of the underlying procedures but having it in
the label is more explicit.

MR. SWANSON: Well, I think a better way to
address the problem, actually, would be to requare in the
licensing guide to have the centralized nuclear pharmacies
put on their label a Molybdenum 29 expiration date/time
rather than the actual concentration of Molybdenum 9%
breakthrough in the generator aliguot which would then
require the end user to perform a calculation that would
also increase substantially the amount of information on
the label. 8o, simply on the label it said, Molybdenum 99
expiration, time.

CHAIRMAN SIEGEL: You actually wouldn't want to

have that. 1 mean, you wouldn't want it to be a different
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MR. SWANSON: You could have the shortest of
the two.

CHAIRMAN SIEGEL: Correct.

Kathy.

MS. SEIFERT: Kathy Seifert again.

I agree with you, Barry, that the expiration
time of the drug should include the expiration of the
Molybdenum 99 and typically the drug expires befors the
Moly ever gets to any point that it would be in effect.
So, to add that additional labeling requirement would be
overkill.

CHAIRMAN SIEGEL: At any rate, there's some
concern about the way you're addressing that one as well,
although - -

DR. GLENN: But that is within the guide and we
can certainly work on that.

CHAIRMAN SIEGEL: Continue. So we had our
little five minute diversion for questions there.

MR. SWANSON: It was either now or later, okay?

CHAIRMAN SIEGEL: No argument.

DR. GLENN: No, I think -- Hopefully that was
the major discussion we'll have.

In terms of who can be an authorized nuclear

pharmacist, the regulation, both Part 35 and Part 32, state
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that an "an authorized nuclear pharmacist is a person who
is either a board certified nuclear pharmacist, is named as
an authorized nuclear pharmacist on an NRC or agreement
state licensee authorizing nuclear pharmacy, or is named as
an authorized nuclear pharmacist on a permit of a license
of broad scope."

So, anyone who had bene previously approved can
be used as an authorized nuclear pharmacist, anyone who is
board certified can be. And then we have criteria for
people who aren't any of those things. How you can get
yourself listed as an authorized nuclear pharmacists on an
NRC licenge if you're not previously listed and if you're
not board certified. The first way is obviously the
current certification or a 700 hour structured program that
consists of both didactic and supervised experience, and a
signed preceptor statement of competency by an already
approved authorized nuclear pharmacist.

Some of the comments that we received based on
the proposal rule was, would we grandfather, particularly
those people who have been working on broad scope licenses
for years and years and have never been listed on a
licence, obviously have the training and experience. What
we said here is, you don't have to go back and find the
person who taught them 20 or 30 years ago to sign a

preceptor statement. We will recognize their existing
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training and experience without a preceptor statement.

DR. SIEGEL: 8o Bill Biner does not have to get
a preceptor statement.

DR. GLENN: That's right. Who would he ask?

DR. SIEGEL: As long as we're talking about
authorized nuclear pharmacists, we probably ocught to just
get on the table for at least momentary discussion the
issue of character, since that is a point that we've
addressed in previous discussions at the AECMUI and
certainly Carol's letter that you provided to us raises
indignant concerns about the issue of character.

Just for the sake of getting it on the table,
John, can you explain the rationale for having that in the
preamble and how the NRC sees it might use that information
that you've built into the preamble.

DR. GLENN: Within the Atomic Energy Act
itself, it does provide that one of the bases for licensing
is character. The Commission can take into account a
person's character in determining whether to issue or not
issue permission to use byproduct material.

We have also in the last -- I think it was '92
-~ within part 30, 40, 70 and 50, we published a Deliberate
Misconduct Rule. So we have now in our regulations
codified that when an individual is responsible for

providing false information or deliberately causing
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violations of the NRC's requirements that we can take
actions against individuals as well as actions against
licensees. That is, in fact, in effect today for all
licensees, not just medical, not just pharmacist, not just
doctors, but anyone who is licensed by the NRC who provides
the Commission with false information or by deliberate act
causes a violation of our regulations, that person can be
removed from licenced activities. That person can be
banned from licensed activities. That's really all that
the preamble is making clear.

DR. SIEGEL: Have there been applications of
the character provision in micro licensing activities?

DR. GLENN: Yes. There are individuals,
doctors and technologists, who have been banned from NRC
license activities.

DR. PAPERIELLO: I might add. When it is done,
it is done by order, it's done by due process of law,
hearing rights. 1It's done for a period of time and it's
not a very common sort of thing. 1It's not arbitrary that
you're somewhere on a list somewhere that nobody knows
about. It's a well-publicized thing.

DR. GLENN: We're very sensitive to the idea of
blacklisting and that kind of thing. Whenever this action
is taken, it's done in public with full rights.

DR. SIEGEL: 1I'm personally not uncomfortable
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source of funding is, see that there is no federal funding
and then might get caught into thinking that this is
research that's not regulated by another federal agency.

Are you comfortable that you all have addressed
that in your thinking and understand that well, that that's
not going to be a problem, because there's a lot of
research that you won't be able to directly link the
research to another federal agency that already has this in
its rules, there's an indirect link.

DR. GLENIi: But there is actually a document
that would say that they're --

DR. SIEGEL: Unequivocally.

DR. GLENN: I think maybe we need to beef up
our guidance to make sure that that's clear, that where
that agreement is, in fact, clear, that that brings them
under the federal policy. I have no doubt in my mind that
it does, but I guess we do need to make clear how you can
determine that and what to look for.

DR. SIEGEL: 1I'd be curious to know if anyone
else on the committee is aware of any institutions who file
their DHSS assurance and say, And by the way, we're going
to exclude things that aren't funded by the DHSS and we're
not going to bother doing this. I think the standard of
care is to, once you have a DHSS assurance in place, that

you make it an umbrella that covers all the research
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conducted within your walls.

Does everybody agree that that's the way our
institutions operate? Okay. So I agree. I think this is
not going to be much of a problem, but you inspectors need
to know that, too.

DR. GLENN: Now, we don't know that there's not
something else out there that, in fact, doesn't fall under
the federal umbrella through one of these mechanisms and we
have provided that if such a case is identified, that there
must be a specific application to the Nuclear Regulatory
Commission to conduct that research. My guess is if we get
such applications, we'll probably be coming to this
committee looking for advice.

What we have said is that certainly key
elements of any approval we grant would be an Institutional
Review Board and informed consent.

DR. SIEGEL: 1I'm going to ask you an even more
difficult question. Unless someone came to you and said, I
want to do research and I'm not conducted, funded,
supported or regulated by another federal agency, would you
have any way of knowing that the activity was research?
Construct. An individual practitioner who has an license
for an office practice is doing something that is not
defined in a package label as an approved indication and

gets in their mind, I've never heard of this before. This
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must be research. And God, it wasn't covered by this.

Is that too far fetched to conceive of?

DR. GLENN: I think that's reaching a little
too far because I think that is diagnosis and therapy for
a patient. The more likely thing to come up is somebody
says, Well, I want to do a screening and so I'm going to
test every third person who comes in here for something,
whether I think they have a problem or not. Those are the
kinds of things, I think, that might trigger our interest.
Who approved this? 1Is there a federal agency involved?

DR. SIEGEL: Again, I den't think this is going
to come up very often, but I just would be curious to see
how you've thought through these particular kinds of
problems.

DR. GLENN: But I don't think this is the back
door way for us to get back into off label uses of
material. That falls under the normal regulatory scheme
of fDA.

DR. SIEGEL: And I would just add to what I
pointed out aboul that individual practitioner. Again, the
standard of care is that, irrespective of whether you have
DHSS assurance or not, the standard of care of protection
of human rights is that you follow the Helsinki Doctrines
and you have your research peer reviewed and you obtain an

informed consent. So you' : just codified it in the case
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of an NRC licensee by saying that they have to let you know
that they're doing that. That's okay.

DR. GLENN: I mentioned briefly when I started
off this morning that we did stick a few things into the
regulation to make life easier really for both pharmacies
and for medical use licensees.

An amendment is not required to add users to
the license if either the authorized user or the authorized
nuclear pharmacist is certified by one of the organizations
listed in Sub-part J nor if the licensee has a copy of a
document tlk- shows the individual is identified as an
authorized user, an authorized nuclear pharmacist on an NRC
or agreement state license nor if you have a document that
shows that the individual is identified as an authorized
user, an authorized nuclear pharmacist on a permit issued
by an NRC or agreement state licensee of broad scope.

Now, the cost for that is that you do have to
tell us who these people are and that there is a
notification requirement. But you don't have to delay the
use of the individual and you don't have to pay any fees or
wait for any approval. You just need to let us know so
that in our own documentation we know who the authorized
people are at your institution.

I mentioned before that we have explicitly

stated those parts of the regulation that no longer apply
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to broad scope licensees, particularly Type A broad scope
licensees. No amendment is needed to name an authorized
user an authorized nuclear pharmacist. That's above and
beyond what I was saying before. In fact, the broad scope
licensee can apply the Sub-part J criteria and approve
users.

N» amendment is required to add or change areas
of use of specified addresses. The current Part 35 says
that if you make any changes in your facility, you have to
get an amendment first. That, in fact, is not the standard
of practice with broad scope licensees. This simply gives
that a regulatory basis. Unfortunately, we've been running
broad scope licensees for the last five years by exemption
from the regulation rather than by the regulation. This
fixes that problem. And, in addition, the broad scope
licensees, since they can approve users, ¢ 't need to tell
us about the users when they change users. So if a broad
scope licensee adds a physician or a pharmacist, they don't
have to notify us of that.

DR. WAGNER: John, on the pervious page then
why is the notification required there because if the
person meets these criteria, are you going to do some
policing action to make sure that we didn't make a mistake
or something?

DR. GLENN: 1It's not policing action. There is
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a current requirement that you tell us when somebody
leaves. This is so that we know that you still have
qualified persons for the activities that are authorized by
the license.

DR. WAGNER: We checked that. We just did
that. We did that in those three things above there. We
already know that because they meet these criteria.

DR. GLENN: No, no.

DR. WAGNER: Why do we have to notify you?

DR. GLENN: Let's take a limited scope license
for medical use. We may have authorized radio
pharmaceutical therapy based on a person who is trained,
has received the training necessary for that. We currently
require a notification if one of thcse people leaves. So
if you send in a notification tha! person leaves and you
haven't sent in a notification that someone has replacaed
them, the question is whether you are still qualified for
the activities that you're authorized for. That's the
purpose of the notification.

During inspection, that will be reviewed. The
notifications will be reviewed to determine that you're in
compliance. It's not going to be a big deal because it
should be relatively minor to determine that those
conditions have be<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>