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UNITED STATES OF AMERICA %

*

NUCLEAR REGULATORY COMMISSION




DISCLAIMER

This is an unofficial transcript of a meeting of

the United States Nuclear Regulatory Commission held on

February 12, 199: ~in the “ommission's office at Ono%

White Flint North, Rockville, Maryland. The meeting was
open to public attendance and observation. This transcript
has not been reviewed, corrected or edited, and it may

contain inaccuracies.

The transcript is intended solely for general
informational purposes. As provided by 10 CFR 9.103, it is
not part of the formal or informal record of decision of
the matters discussed. Expressions of opinion in this
transcript do not necessarily reflect final determination
or beliefs. No pleading or other paper may be filed with
the Commission in any proceeding as the result of, or
addressed to, any statement or argument contuined herein,

except as the Commission may authorize.
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UNITED STATES OF AMERICA

NUCLEAR REGULATORY JOMMISSION

ANNUAL BRIEFING ON MEDICAL USE OF
BYPRODUCT MATERIAL

PUBLIC MEETING

Nuclear Regulatory Commission
One White Flint Nortb
Rockville, Mary’zid

Tuesday, February 12, 1991

The Commission met in open session,
pursuant to notice, at 1:30 p.m., Ke. :th M. Carr,

Chairman, presiding.

COMMISSIONERS PRESENT:

KENNETH M. CARR, Chairman of the Commission
KENNETH C. ROGERS, Commissioner

JAMES R. CURTISS, Commissioner

FORREST J. REMICK, Commissioner
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STAFF SEATED AT THE COMMISSION TABLE:

SAMUEL J. CHIL Secretary

WILLIAM C. PARLER, General Counsel
JAMES 'LOR, Executive Director i1
HUGH THOMPSON, DEDO

LARRY CAMPER, Section Leader,
Section

RICHARD CUNNINGHAM, Director

Med. Nuclear Safety, NMSS

VANDY MILLER

JOSEPHINE

Academic
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5
from our Advisory Committee on the Medical Use of
Isotopes.

These issues, along with others, which
were noted in the annual report on this program which
we have recently provided to you, will now be
discussed further by Larry Camper from NMSS.

MR. CAMPER: Thank you, Mr. Taylor.

As Mr., Taylor pointed out, Doctor Glenn
was originally going to give this briefing. Mr.
Bernero is absent. I'm getting over the tail end of
the same thing, so this may become known as the
influenza briefing of 1991. Bu* hopefully we can
cover everything that's important.

(Slide) May we have our first slide,
nlease?

In looking at the annual briefing, the
subject matter that we're going to discuss today was
provided to you in a recent Commission paper
identified as SECY-91-026. The format that we'll
follow will be the same that you have seen before for
this briefing. We will look at the five point program
areas, those being program development which of
course is primarily focused upon improving licensee
performance; interorganization cooperation, which

focuses upon coordinating efforts with other
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6
regulatory agencies; staff development, which
emphasizes upgrading the depth of experience on our
own staff; oversight, which of course is an increased
presence; and information which is designed to improve
communications.

(Slide) Next slide.

Under the category of program development,
the first thing that's important to point ocut is a
program for dosimetry assistance. In this regard, the
staff has arranged and put in place a contract with
Oak Ridge Associated Universities. The contract is
primarily designed to look at internal exposures which
are received by people in NRC licensing facilities and
in some instances patients which are undergoing
nuclear medicine procedures.

To a great degree at least, this was
triggered by the event which occurred at Tripler Army
Hospital in Hawaii. You may recall that in that case
there was a significant exposure to the thyroid gland
of a nursing infant.

This contract is approximately $100,000.00
in value. It is good through September cf 1991. we
do receive monthly reports from Oak Ridge as well as
immediate reports or timely reports in those instances

when we need to turn to them for assistance. And if

NEAL R. GROSS
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funds should be available, we have the opportunity to
extend this contract.

COMMISSIONER REMICK!: What 1is
actually doing in dosimetry there at Oak Ridge”

MR. CAMPER: Primarily they're looking at
providing internal exposures as indicated
episode that takes place. In the case

- S
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example, they were able to compute the thyroid

delivered to the ursing infant
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those guestions before this contract?

MR. CAMPER: Well, : ¢ I understand your
question, there has been a need -- we have perceived
a need, particularly as a result of what happened at
Tripler. Many of the cases that happen with
misadministrations don't involve the degree of
severity that occurred at Tripler. We have felt the
need to enhance our capability as a result of that
type of thing.

MR. THOMPSON: Specifically, I think, to
the misadministrations, two reports are typically
given. One, the licensee who has a responsibility to
evaluate the dose, we will typically report that and
confirm it with our own consultants or on staff
calculations. We have the capability to do general
scoping verification type calculations., I think the
Oak Ridge dosimetry is just a clear improvement over
that capability in a time fashion and with those that
are particularly significant, like an infant. Those,
I think, are Jocimetry type calculations or dose
calculations we really haven't had a lot of experience
doing.

COMMISSIONER CURTISS: Okay. Good.

MR. CAMPER: And in the case of Tripler

as well, the staff in Region V, as well as

NEAL R. GROSS
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9
Headquarters, did prepare some computations as to the
expected dose to be delivered. But it is a need to
further enhance that.

Okay. Under the area of human factors,
human factors, of course, is a significant contributor
to medical incidents, misadministrations and
otherwise. If we're going to reduce such errors, we
feel that there's a need to better understand the
impact of the human factor arena. In this regard, we
have contracts in place currently that look at
teletherapy and remote brachytherapy functions. These
are tasked analysis types of contracts and we hope
that these will lay the grc.undwork for more
programmatically directed regulations or studies in
the future.

Under the area of quality assurance rule
and pilot program, as well as radiopharmacy petition,
we'll look at those more closely with individual
slides.

COMMISSIONER REMICK: Two years ago NMSS
hired their first human factors expert. Do we still
heve one at NMSS or do we have more than one?

MR. CAMPER: We have Doctor Dennis Serig,
who has played an active role in monitoring and

developing these contracts that are currently ongoing

NEAL R. GROSS
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continues to do so.

COMMISSIONER REMICK: It seemed like you
had a lot of work to do. 1s he swamped or do we have
any plans for adding personnel?

MR. CAMPER: I'm not aware of plans for
adding, but we certainly have him very busy right now

with the current contracts and . course,

interesting to point out that the medical community

often says to us when we're discussing

misadministrations that this human error.
SO, it is certainly conceivable that what we're doing

ie very important.

MR. THOMPSON: He has developed for NMSS
a human factors program plan that involves the Office
of Research. S0, he's not alone in evaluating the

human factors guestions that come up.

he started

where
brought him over there
were kind of like NRR before
was a significant addition to the NMSS
do use him in some of the fuel cycle
some of the problems we have there
him fairly thinly and we continue to

But the primary

18 with the




COMMISSIONER REMICK: Thank you.

MR. CAMPER: SO, it doer seem that he's
very busy.

As 1 said, we'll talk about the quality
assurance rule, the pilot program and the
radicopharmacy petition with separate slides.

(Slide Next slide, please.

The QA Lot program was conducted in
conjunction with the quality assurance rulemaking that
we're currently involved with. You may recall that
the pilot program was designed

determining the licensee's effectiveness in meeting

the proposed rule, . determine performance

objectives could spot mistakes which could lead to

misadministrations 10t corrected, and t«

determining the
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1 E first-hand the impact of the QA rule on their |
2 E programs. E
3 : In addition to this, this program which
4 { was conducted during May and July of 1990, there were %
5 ; pre and post-trial workshops associated with it. The |
6 “ post-trial workshops took place in Atlanta, Dallas,
7 | Chicago, Philadelphia and Washington, so that we were }
8 | geographically reachable to a number of the !
9 | participants. This undertaking, of course, was led j
10 | by Research, with participation by NMSS as well as
11 | regional representatives. The workshops seem to be :
12 | very bene icial. 1 personally attended a number of
13 | them, four of the five, and believe that we got a lot
! 14 | of very positive and worthwhile feedback from the
15 | participants.
16 (Slide) Next slide, please.
17 COMMISSIONER ROGERS: Just before vyou
18 leave that slide -~
19 MR. CAMPER: Yes, sir.
20 COMMISSIONER ROGERS: Did you feel that
; 21 | you got the breadth of diversity among the volunteers
1 22 that you were seeking?
| 23 MR. CAMPER: Clearly, 64 can be viewed as
| 24 | a small number. But we did feel that the strata was
| 25 representative. We did feel that we had a number of
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private practice facilities, broad licensees, classic
community hospitals., We felt that there was a good
representation and we felt that we got feedback that
represented their specific concerns.

For example, a private practice setting
where there's one physician, for example, clearly
looks at some of the management involvement and the
need to audit and some concerns that go along with it
quite differently than would, say, & broad licensee.
So, yes, 1 would answer your gquestion in the
affirmative, that we did get a good representative
sample.

The results of the program were
interesting. Most of the volunteers had an existing
QA program in place which addressed the majority of
the objectives of the QA rule. The --

MR. THOMPSON: Just s0 you understand, we
looked at two things. We looked at their program, we
looked at their paper and then I think we went and
looked at their implementation., 8So, I think when you
say most of the volunteers at a program, this is just
the paper portion, I believe, on it that they were
looking at.

MR. CAMPER: The workshops were attended

primarily by technologists and physicists. I do

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
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recall that there were three physicians which

attended., This is something that was pointed out %o

uge during the recent ACMUI mreting in January. I will
cover the ACMUI comments later as a distinct line item
because they were important and many of them. But the
participants, the majority of the participants in the
workshop expressed a small incremental cost associated
with implementing the pilot program. But again, some
groups, and particularly the ACMUI, as well as some

members of professional societies, have questioned

11 | this because of the record keeping associated with it.

12 ; S0, I would draw caution, if you will, to the small

13 : incremental cost line item and point out that this was
' 14 | expressed by the participants.

-t | Similarly during these workshops, we got

16 a number of suggestions on specific requirements to

17 | improve the rule and to further decrease the costs
| 18 associated with the rule. I would characterize
[ 19 generally speaking the recommendations to improve the
E 20 rule and further decrease the cost of the rule as
; 21 being associated with whether or not we should include
; 22 diagnostic materials uses in the gquality assurance
| .
E 23 rule. Generally, the feedback scemed to be that if
| 24 we were to not include diagnostic, that would be
f 25 substantially reducing paperwork burden and related
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cost.

COMMISSIONER REMICK: Is it safe to
conclude that since most of those 64 had a QA program,
that that's the case industry-wide or profession-wide
or can't we tell?

MR. CAMPER: 1 would hesitate to draw that
conclusion, certainly with regards to private practice
scenarios. In the case of institutional settings,
given the current status of quality assurance medicine
and guidelines espoused by JCAHO and other certifying
accredited bodies like American College of Radiology
and what have you, I suspect that the answer would be
generally yes, they would have similar programs in
place. 1In the case of the private practice setting,
I would be somewhat hesitant, although I'm sure that
many of them, at last, adhere to standards espoused
by the Society of Nuclear Medicine or the American
College of Radiology. It's a question of degree and
formality.

COMMISSIONER REMICK: Of the 64, you
indicate they made suggestions on improving a rule.
Did any of those 64 suggest that we not promulgate the
final rule?

MR. CAMPER: Well, I'm sure if I were to

go back and review the transcripts of the numerous
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meetings, I would find comments to that effect in
there, yes. Generally speaking, throughout these
workshops, there is always some questions as to the
efficacy for the rule, the rationale behind the rule.

CHAIRMAN CARR: At least 63 of them.

MR. CAMPER: Yes. One was positive, 63
were negative. No, but in all of these there was
certainly some comments to that effect. But I would
also, at the same time, have to characterize it though
as most of them saying that it was not that much of
a burden, either in terms of cost or manpower and that
they felt in many cases it was an improvement of their
programs.

I think, if nothing else, in some cases
it caused them to go back and look at what they were
doing and how they got to the end result. That was
viewed as being positive. But certainly the comments
were mixed.

(Slide) Next slide, please.

Another very sensitive issue that we're
confronting at this point in time is the radiopharmacy
petition. The petition, you may recall, was received
by the Ajency in June of 1989, It was filed by the
American College of Nuclear Physicians and the Society

of Nuclear Medicine. Staff chose to split this

NEAL R. GROSS
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particular effort on this petition into two
components, one that we would carry through the
regular rulemaking process and one that we would
attempt to expedite in order to provide relief to the
medical community.

At the time we were considering the tack
for dealing with this petition. we did look at
enforcement discretion. We did look at generic
exenptions and we did, of course, look at immediately
effective rules.

The interim final rule was approved by the
Commission on the 25th of July 1990 and published in
a Federal Register notice on the 23rd of August 1990.
It was designed to provide relief to the medical
community from strict adherence to package inserts in
the area of elution of generators and preparation of
reagent kits, as well as for indications for the use
of radiopharmaceuticals in therapy.

The rule has been met with a mixed
response. In some cases, we have been applauded for
our efforts to expedite that part of the rule that
dealt with the majority of nuclear medicine procedures
affected. On the other hand, we have received some
criticism from the medical community in the

radiopharmacies * h regards to the record keeping
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1 component of the rule, The rule does carry with it

« 4

2 a three year sunset provision and a record Keeping

3 requirement. Departures which are made under the rule
- must be directed by a physician, must be a physician

> directed deviation. They wrust be documented, The

6 deviations are to reduce risk to a patient or g

rovige
x
7 benefit not ctherwise obtainable. Some members of the
8 medical community have argued that the latitude
9 provided by the rule did not go far enocugh, that it
1( is still too restrictive. There has been some concern
€
B expressed particularly by the commarcial
12 radiopharmacies, that the rule may be too strictl
13 enforced
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a few moments ago, was divided into two components.
The remaining components are certainly complicated and
will require a great deal of effort to resolve. Those
issues involve the use of radiopharmaceuticals for
human research, the use of radio-labeled biologics,
which are also sometimes known as PLAs or product
license applications as identified by the FDA, and
both of these cateqouries have the potential to affect
the broad spectrum of medical licensees authorized
under Part 35.

The human research area would not
necessarily provide diagnostic or therapeutic benefit.
For example, it could be research into such things as
physiological response to nutrition changes, as an
example. With regards to human research alsc, there
is a mechanism currently in place whereby community
hospitals can obtain approval through the licensing
process if they submit an adequate program under
careful review and scrutiny by our license review
staif, can be authcrized to do human research. But,
of course, if we were to pursue the rulemaking to
euthorize such, this would affect all or potentially
affect al) medical licensees. So you can certainly
sense that there's a great deal of concern in that

regard.
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The area ¢ radio-labeled biologics is an
emerging area, primarily involving the use of
monoclonal antibodies. Some of these monoclonal
antibody procedures would involve isotopes that have
a greater potential for harm. Some of these are alpha

some of them are higher energy beta
o JY

emitters, some of them have longer half lives and some
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CAMPER:  Right.

Within the reg.

guide, the NUREG that 1 was referring to, there's a

great deal of

information about doses or doses

associated with these isotopes and these procedures.

That's one factor that's taking place.

Similarly, we

could turn to Oak Ridge if necessary to do dose

calculations involving monoclonal procedures as well

as other procedures Lhat we're involved in.

that may be very beueficial

MR. CUNNINGHAM:

in the future.

In tact,

The Oak Ridge group was

initially formed to do these kinds of calculatiouns of

reemerging technology to unigue biological uptake

sorts of things.

They're very closely tied into the

committee that's called the MODE Committee, an acronym

I can't remember what it stands for,

but it's the

committre that deals mainly with biological uptakes

and radiation dosimetry calculations.

COMMISSIONER CURTISS:

The schedule here

calls for you to go back to the Commission with a

proposed rule?

MR. CAMPER:

That's correct.

OQur schedule

calls for us to come bacx to you by November of 1992

with our recommendations on the remaining issues in

the petition.

going to be very busy.

(202) 234-443)

During that time,
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preparation of radio-labeled drugs. What

involves, if you will is the preparation
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investigation of
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CHAIRMAN CARR: Well, so far we've done
this on an informal basis, 1 assume. Do you want the
Commission to write them a letter and request iney gv
on record?

MR, CAMPER: That may be helpful. We're
dealing with some very complex issues right now in the

radioph rmacy practice area that it would be helpful

to get some input from FDA on, to know what their
position is, in fact.
MR. THOMPSON: 1 believe earlier we've

also gone formally with letters to and fro with the

FDA. 80 1 think there's an appronriate time for us

to do that. Certainly on this petition we'll

obviously work very closely and we'll want their

position on the recor YW the FDA.

I think the. 18 some tension within the

medical community and FDA on some of this area also.

80, there seems to be efforts on the part of the

medical community to address where they're unhappy

with the FDA. They come and try to -~

CHATRMAN CARR: Yes, that's why 1 asked

the question. You don't want to go ask the question

if you don't think you're going to like the answers
though.

MR. THOMPSON: Well, that's true and 1
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think in most cases FDA has been very helpful. There
was this radiopharmaceutical rulemaking that was a bi*
more difficult in getting resolution of the issues.
I think it worked out well at the end, but there was
some initial interaction with the FDA staff that
created some coraern on the staff - part. But 1
certainly think we have no cconcern with getting a
formal FDA and Commission support to get a position
if we need one.

CHAIRMAN CARR: 1f you want help, holler.

MR, THOMPSON! Thank you.

MR. CAMPER: The next group, the
Department of Health and Human Services, and in
particular HCFA, is an area that we have had some
cooperative interactions with in that in our
inspection process if we find things that seem to be
within the purview of HCFA as it relates to the
quality of medical care, there have been instances
when we have drawn to the attention of appropriate
HCFA management that we have made such findings.
Generally though, the radioisotope imaging area is
such a small part of what HCFA is concerned about that
there's not a great deal of concern there.

CHAIRMAN CARR: You're aware that I went

to HCFA early on in the QA rule because one of the
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complaints was that they didn't get reimbursed for
money they put into QA, they only got reimbursed for
treating patients, and asked them if they could do
anything about taking a look at that. But I never got
any feedback and I don't know whether you all explored
that problem.

MR. CUNNINGHAM: We did meet with HCFA.
1 forget the person's name from HCFA, but it was a
follow-up on '"our meeting.

CHAIRMAN CARR: Yes.

MR. CUNNINGHAM: Very clearly. Basically
what they told us was that HCFA deals in billions and
billione of dollars and they make big block budget
things. The incremental cost of something like the
QA rule would never be found in the budget that they'd
handle and they'd probably not cut it that fine.

MR. THOMPSON: I think they alsc said
that they support the concept of quality and so they
didn't have any -~

MR. CUNNINGHAM: Oh, yes.

CHAIRMAN CARR: 1 guess the guestion is
if the hospital then filed it, would they pay it?

MR. CUNNINGHAM: Sir?

CHAIRMAN CARR: 1 guess if the hospital

filed the claim, would they pay it is the guestion,
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|
1 of course, in those billions and billions of dollars?
( 2 | MR. CUNNINGHAM: And we got no answer to
3 J that question. Now, they might. I think it would
4 L have to depend on what the hospitals do. But we
5; cannot get an answer to that specific guestion. E
6 MR. PARLER: 1 would assume that the |
7 | hospital would allocate such costs to each of the
8 | hundreds of thousands of patients whose bills are sent i
9: in. That's the way they would get their money back. ;
10 MR. CUNNINGHAM: Well -~
11 | MR. PARLER: At least from personal §
12 experience 1 can make that comment.
13 MR. CUNNINGHAM: Yes. HCFA does a |
; 14 periodic examination of the cost of specific kinds of
15 procedures. Agein, these procedures that we're
16 talking about are rather small compared to cost of
17 other procedures that HCFA deals with, So, it's !
18 somewhere down fairly low on the priority list,
19 That's part of the problem, |
20 CHAIRMAN CARR: And I think you're right, !
21 Counselor, on the -- what the problem is, from the
22 hospital standpoint, is we have to add QA into this.
23 It costs us money to put the QA in &nd hire somebody
24 to do the record keeping or whatever, whatever
25 additional costs even if they're minor, Their
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them because it's going int that verhead laim and
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recognize that we would be looking ot several days of
transcripts and it's always hard to extract something
from that type of thing, but I think 1 would feel
comfortable making two or three key observations. Let
me use the last meeting as & primary example.

I would say that generally they tended
to -~ during the last meeting in San Francisco, we
provided to the agreement states representatives the
staff's draft regulatory language which we presented
to the ACMUI in January and we also showed to them the
ACMUl's reactions and their recommendations to that
staff, the language. Generally speaking, the
agreement state- tended to agree with the ACMUI
recommendations.

Early on, there were some comments, as
there always are in these types of things, about
quesiions regarding the need for the rule, the
rationale behind the rule and certainly some comments
and criticisms about the need for it to be compatible.
1 don't know how much of those are generally the
gquestion of state -overeignty and the question of
whether we should be compatible and so forth, in
general, if it was really about the rule. DBut there
was some of that., But generally though, we did get

very positive input from them on line by line item
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MR, CAMPER: We did make that clear, that
we would take the message back, but we have no
position yet.

Under the category of staff development,
we are lookinyg primari’y at how we can increase our
depth of experience and understanding of the medical
community. Sometimes the wedical community, rightly
or wrongly, is prone to criticize s as not having a
very good understanding of the medical industry. We
think that we have developed a staff that does indeed
have a good understanding of the medical community.

in fact, in the current staff at
Headquarters, four of the six of us have either served
as consultants, technologists, physicists or radietion
safety officers or some combination of all the above
in the medical setting, hands-on hospital setting.
Review and polling of our regions indicates that
there's another 28 individuals in tne regions that
have served as technologists, dosimetrists, physicists
and so forth, bringing to a total of 32 people in
Headquarters and in the regional offices that have had
practical hands-on experience in the medical
community.

We think this is a good thing because the

medical community clearly is a unique community to
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1 || regulate. It is a complex technical community to
( 2 | regulate and it is a vocal community to regulate. We i
3 do feel that by having the kinds of people that we
B i have on our staff, we can better understand the !
S { problems and we can better understand the concerns as
6 : & regulated community.
7 ; S0, we think that we are in the right 3
8 direction in this area. |
9 COMMISSIONER REMICK: Along that line, 1
10 might say that I think about the first month that I
11 | was a Commissioner, I tagged along on an inspection
12 | and Josephine Piccone was the inspector. 1 came away }
13 | feeling that 1 was very confident of the capability
‘ 14 | and professionalism of our inspection staff based on
15 | that S0, 1'd like to acknowledge that, Josephine.
16 MR. CAMPER: Well, thank you. we
17 appreciate that. I'm very proud of our staff at
18 | Headquerters in particular since they're my immediate
19 group. Their experience is very strong and they
20 | really do understand the problems of the medical
21 community. S0, we think that, as I said, is very
22 positive.
23 | Another effort that we've undertaken, of
24 | course, to improve our communications with the medical
25 community, wunderstand their problems better, is
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Both of these individuals, we think, will] be very
helpful to us, in fact as we look at issues 1ik:> human
factors and misadministrations and supervision of
physicians by preceptoring physicians and, of course,
in the cese of the radiopharmacist, as we look at the
question of radio-labeled biologics.

S0, 1 think our task in front of us now
when these individuals are on board is to define clear
and concise projects that will be meaningful to them
and will assist us in our efforts in the future. So,
ve're very excited about this program.

CHAIRMAN CARR: i1 guess I don't understand
why it's going to take three more months if we've
already ~--

MR. CAMPER: 1 think in the case of Mr.
Rotman, he's very close, being at NIH. In the case
of Doctor Polycobe, 1 think it's a question of when
he retires and is available.

MR. CUNNINGHAM: Doctor Polycobe is going
to retire June 30. So, it has to be sometime after
June 30. 1In the case of Doctor Rotman --

CHAIRMAN CARR: July 1st?

MR. CUNNINGHAM: He has to get across the
country. In the case of Doctor Rotman, as a matter

of fact I tried to call him yesterday and there isn't
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=~ it's a guestion of releasing him from NIH, He's
in the Public Health Service, so the transfer is not
a problem, I*'s a question of NIH being able to
substitute somebody when he comes over here. 1 think
that's the most difficult problem,

CHAIRMAN CARR: Now, did we set this up
for a year from the time they're on board or from the
time we pick them out?

MR. CUNNINGHAM: We have set it -- well,
it would be fror ..e time they're on board. That's
what we have in mind.

MR, THOMPSON: And I believe we have an
option for a renewal.

CHAIRMAN CARR: Okay.

MR. CAMPER: Finally, under the category
of staff development 18 the expansion of the
experience of the ACMUI. We currently have out a

Federal Register notice dated the 24th of December

which closes on the 22nd of this month, calling for

nominations to the ACMUI. That Federal Register

notice asked for a nomination in the area of patients
rights advocacy, medical regulation by the states, and
we're also attempting to replace one of our
brachytherapy physicians.

Concurrent with that, we are soliciting
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review this area.

Then the coordination and technical
assistance to regions 1is an area that we have
continued to devote increasing amounts of energy to.
We do this through monthly conference calls with the
regions, through the National Program Review which is
taking place later this month and next month, through
accompanied inspections, through final guidance to the
regions and through a great number of response to
written requests for assistance on licensing issues,
so-called technical assistance requests.

In addition to that, I have personally
gone out to all five regions and expressed our
interest in improving the level of communication
between Headquarters and the regional offices. 1 have
given them an overview of the major program areas
affecting the medical use area and research area and
I found this to be very well received. They
appreciate the fact that Headgquarters is paying
attention to the regions.

CHAIRMAN CARR: Are we still using the
indicator checklist? Do we have a checklist that kind
of indicated you might have problems -- depending on
the answers to these guestions, you might --

MR. THOMPSON: The performance evaluation
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factors.

CHAIRMAN CARR: Whatever we call them.

3 ” MI.. THOMPSON: PEFs. I believe that's
4 “ what we called it. I'm not real sure exactly what
5 that is. |
6 “ Dick, do you know that one? ;
7 | MR. CUNNINGHAM: Glen? |
8 | Glen Sjoblom from the staff can tell us. |
9 | MR. SJOBLOM: 1f 1 understand the g
10 | question, yes, we are still continuing the use of the i
11 i performance evaluation factors. }
12 i CHAIRMAN CARR: Are all the regions using 5
13 || 1t?
‘ 14 I MR. SJOBLOM: Yes, and for more than just
15 | medical, for all of our larger facilities that we
16 = inspect. Basically, these are subjective factors -- |
17 | CHAIRMAN CARR: Oh, yes, it's just a T
18 | heads~up on that.
19 MR. SJOBLOM: «~- which many times conform
20 = the underlying causes when a licensee gets into
21 | trouble. If a radiation safety officer is assigned
22 ‘ duties which take him away frow his principle safety
23 = mission, then that can result in lack of oversight of
24 || the program. That's just one example. Inadeguate

»
n

staff, although that's hard to judge, can also be a

NEAL R. GROSS |
COURT REPORTERS AND TRANSCRIBERS
1323 RMODE ISLAND AVENUE N W
{202) 234-4433 WASHINGTON D C 20006 (202) 2326600

Ll s St o gt gt R




39

1 ! cavee. In adequate review of procedures by the 3
. 2 K isotope committee can be another one. }
‘ A~ | CHAIRMAN CARR: 1 understand the purpose ‘

4 in what was in it, I just wondered if all the regions 1

S | are using it. Did the agreement states pick up on it i

6  at all? i

7 MR. SJOBLOM: Some of the agreement states

8 | participated in the pilot program and are using it, E

9 I understand. It is a permanent part of our manual :

10 Chapter 2800 at this time. !
11 | CHAIRMAN CARR: Okay. !
18 MR. THOMPSON: Vandy, do you have anything '
13 | you want to add on the agreement states? ;
14 | MR. MILLER: Well, he's exactly right. |
15 We've provided the results of the pilot program they i
16 did early and left it up to the agreement states to |
17 take it as far as they wanted. ?
18 CHAIRMAN CARR: Sure. Okay. But it's |
19 still available then.

20 Okay. Let's proceed. ?
21 | COMMISSIONER CURTISS: On the increased
22 inspection of the community hospitals, can you give

23 me & feel for what that means in terms of staff

24 impact? How from ~-- from thrie~ . two, what are we ;
25 talking about in terms of increased impact on regional |
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inspection forces?

MR. CAMPER: We do have a slide that comes
later that talks about the FTE issue.

COMMISSIONER CURTISE: Okay.

MR. CAMPER: Perheps we'll answer your
question at that time.

(Slide) &iide number 11, please.

Okay. This slide depicts the number of
misadministrations rep.rted by NRC licensees. 1 would
draw a certain amount of caution to the numbers
bacause ~-- particularly under the calendar year '90.
We view this as incomplete data beccuse we have nnt
yet received medical license event reports from all
the regions. So, 1 would caution you about that,

But generally, you can see that the number
of diagnostic misadministretions has remained constant
and flat, similarly with lodine-131, and I would point
out that the 1Iodine-131 category is of course
diagnostic and therapeutic uses of lodine-131.

The category of therapy, at least on
initial glance, can be somewhat alarming when you see
18. This may be a trend, but again I would caution
you that numbers are small and we'd be hesitant to
draw hasty conclusions.

The number of licensees involved continues
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to be constant and relatively small in number, And
of these in ‘endar year '90, 14 of them have
qualified aes meeting the abnormal occurrence criteria.

CHAIRMAN CARR: Now, that's only our
licensees. Do we now get reports from the agreement
states?

MR. CAMPER: 1'm not aware of reports from
agreement states.

Vandy, do you have that?

MR. MILLER: Yes. Let me comment on this.

You recall back in April of '90, this was
the time for the misadministration reportiing to be a
matter of compatibility with the states. Now, we have
plans out how they are supposed to provide their data
and, to my knowledge, it is getting to AEOD. I have
not seen any analysis of the agrement states up to
this point, however.

CHAIRMAN CARR: Okay . Well, maybe you
could send up a paper kind of combining the things if
you've got them.

MR. TAYLOR: We'll follow~-up on that and
get it to you, depending upon the state of the data.

CHAIRMAN CARR: 1f there are three to one
as many as we've got, then these numbers could be a

little less than --
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gained in fiscal year '92, so we are seeing that type
of increase in manpower to increase our frequency of
inspection. These numbers, of course, are pure FTE
componente and don't consist of any overhead.

The other numbers, licensing and
supervision, have remainod relatively flat or have
increased in proportion to the manpower component for
supervisors.

(S§lide) Okay. Next slide, please.

Information exchange, of course, cont.nues
to be a worthwhile goal to acquaint everyone with what
we're doing in the medical area. We take a lot of
pride, in fact, in the efforts that we have conducted
in this particular arena.

We 've had 24 (resentations to professicnal
groups, the complete spectrum of professional groups.
I've mentioned some of them already, the American
College of Radiology, the American Association of
Physicists in Medicine, the Endocurie Therapy Society,
the Joint Commission and so forth. So, a lot of
effort has gone into that area during fiscal year '90.

We held four workshops for licensees,
which were very favorably received. Li..asees like
the idea that we go out and talk to them and explain

to them some of the complications associated with the
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medical area.

The NMSS Newsletter, we have expanded its
circulation to include the members of the ACMUI and
professional organizations. The Commission had
reguested that we do this previously, so now those
folks are on our mailing list as well.

And then we have met with eight
vrofessional societies, including the American College
of Nuclear Physicians ...4 the Society of Nuclear
Med. cine as recently as July of last year to discuss
the guality assurance ru-emaking. So, a great deal
of effort has gone into information exchange and it
seems to be well-received,

(Slide) Next slide.

Before talking specifically about the
staff's interpretation of the recommendations of the
ACMUI -~ and 1 do characterize that carefully,
because, again, lcnking at two days of trenscripts and
a very dynamic fluid process -~ 1 do want to make a
comment or two about the ACMUI in general, if I may.

The first is that the ACMUI has become a
very active committee once again and we're very proud
of that. The Committee met in July of last year and
then again held a two day meeting on the 14th and 15th

of January of this year.
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The dynamics assoclated with the ACMUI is

difficult to define in a few words, It's a very

- interesting group, highly experienced, highly

qualified, very prone to give you their opinion and

- what-have-you and thies is very worthwhile. One of the

| most difficult tasks in that whole process is for the

chairman to try to reach some consensus of the

Committee and to try to put it into a framework that

. we as the staff --

CHAIRMAN CARR: Tell me akout it.

MR. CAMPER: You do understand -- that the
staff can use, of course, to come away and make ‘“is
thing work. And in that regard, I would like to
commend publicly the wor't of Doctor Barry Seigle. He
did an absolute yeoman's job in both of the meetings
in doing that for us and has done an absolutely superb
job as Chairman of the Committee. 1 think he set a
standard that will be touah to follow in the future,
but we really do appreciate the efforts of Doctor
Seigle and all the Committee for that matter.

Let me then, having said that, try to turn

to the recommendations of the ACMUI during the last

meeting. Many of these, of course, deal with the
guality assurance rulemaking. We spent a day and a

half of that meeting, almost, talking about the QA
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rule. We did go through the steff's dratt reguletory

language for the rule line i(tem by line iten. It
generated considerable input in recovmendations.

At the presenc time, the gstaff ‘e
developing a draf. final rule that will incorpurate
a number of “ne recommendations of the ACMUI as well
as the other groups that we met with, Vie're not
secking Commismion direction it this time, but we will
be bringing to you the draft final rule sometime in
late March and will present a paper specific to that
topic, at which time we expect to receive a great deal
wf guestions and comments and what-~have-you.

with reqards to the recommendations of the
ACMULI thenselves, they recommendad that the area of
diagnostics, vhe use of diagnescic
radicpharmaceuticals be dropped from che gquality
assurance rulenaking. They pointed out that it would
be far more appropriste to focus upon the use of
Iodine~131 in quantities of 30 microcuries or greater
and therapy procedures than it would be to focus upon
diagnostics, because that small percentage of
procedures {8 where the greatent potential for patient
harm axisted. They felt that by dropping diagnostic
from the QA rule we would not dilute the efforts of

the medical community in dealing with the QA ruie and
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1 that thedir limited resources coculc be better appl.ied

2 | to those areas where the potentiel for greatest harm

3 exists.

4}; COMMIESIONER REMICK: So, their

5 “ recommendation is based primarily on the potential

6 { conzequaencaes of a misadministration? Because, when

7 % 1 Jook at the numbers you have in one of the previous

8 ; tubles the perceatage of misadministrations in therapy

9 ; is about the same &s in diagnostics, so I assume that

10 ; i%t must be because they see a potential consequence?

11 T MR. CAMPER: That's essentially carrect.

12 H They feel that the deleterious effects associated with

13 ? the najority of diagnostic misadministrations is -~

14 E CHAIRMAN CTARR: That's BRC.

15 MR. CAMPER: It's RRC, that's right. It's

16 | a yond way to characterize it. They feel like it's

17 | not a significant issue. 5
18 l They also made comments that now we've had :
19 some eight or nine or ten years of data and we've got ;
20 | a pretty gend idea of what qgoes on in diagnostic

21 misedministrations. It hasn 't changed a whole lot. f
22 | By and large it's pilot error. 12 really isn't ;
=3 ; necessary, prima=-ily because of the conseguences. l
24 % Thay also advocated in the staff draft
25 regulatory language we wuse the term ‘“avent,"
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1 "reportable event," "diagnostic event," "reportable
{ 2 |l diagnostic event," "therapy event," and "therapy
3 | diagnostic event," as opposed to the use of the term
- ; "misadministration."” We did of course caution at the |
5 } outset that this language was by no means anything
6 other than a staff draft regulatory language and that i
7 f the use of the term "misadministration” had a history 3
8 L and it was established and please don't jump to the 1
9 f conclusion that we were moving away from that term. |
10 j However, they did advocate the use of the ;
11 term "event" rather than misadministration. ?
12 L Primarily, they feel that it is less burdensome as a
13 : practicing physician to say that something is a
i 14 reportable event to the Nuclear Regulatory Commission
a8 | than it is to use a term like misadministration which
16 may be construe” by the lay public as having some
17 malpractice implication, so they did feel strongly
18 that the use of the term "event" was preferable to the
{ 19 use of the term "misadministration."
i 20 | MR. CUNNINGHAM: You may recall that a
| 21 | couple of years ago we proposed to 1se the terin
% 22 | "event," rather than "misadministration."
| 23 | CHAIRMAN CARR: 1 remember it well.
1 24 MR. CUNNINGHAM: The Commission did not
28 | accept that, but the Commission alio instructed the
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staff to go and speak with various professional
organizations in the medical community and explore
this further. That's what we have done and almost
universally they would much prefer it to be called an
"event," rather than "misadministration."

CHAIRMAN CARR: 1 can even understand why.

COMMISSIONER REMICK: Has anybody looked
to see if there might even be a better word?

CHAIRMAN CARR: I guess we could call them
"violations."

MR. TAYLOR: I think there was some
discussion, wasn't there? 11 mean, they principally
centered into this type of choice, though.

MR. CUNNINGHAM: They centered into this
type of choice. Of course, we in the draft language
that we used in the proposed -~ in the QA rule that
they looked at we used the word "event," so it really
did not stimulate exploring other kinds of words. It
wag gomathing between "event" and "misadministration.,"

MR. CAMPER: Olay. The final point on
this particular slide was they suggested that if there
is to b2 a diagnostic event or a reportable diagnostic
event, that it really should be tied to some harm
criteria rather than some percentage of error

criteria. We currently are trying to Dbetter
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understand and take a louk at what "harm" might mean,
We are considering the use of outside organizations
to explore that possibility, but primarily we need to
attempt to better define what harm mi~ht be.

CHAIRMAN CARR: It's interesting they did
that instead of the potential for harm.

MR. CAMPER: That s true. That's true.

CHAIRMAN CARR: We don't do that in the
rest of our regulation. You don't have to harm
somebody to get tagged.

MR. CAMPER: True.

(Slide) Okay. Next slide, please.

Their recommendations tinued, there
were two lesser recommendations regarding the quality
assurance rule and one was that there be a summary
report provided tc the patient rather than an
expansive tecl.nical report. They felt that the
patients did not need to have that depth of
information and that the summary report would be
adeguate.

They also supported the change of the rule
title. In the presentation of the draft regulatory
language, we entitied the rule "The Program for the
Prevention, Detection, and Correction of Events and

Reportable Events." They tended to advocate the use

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVENUE N W

(202) 234-4433 WASHINGTON D C 20008 (202) 232-6600

50



of that title.

MR. CUNNINGHAM: 1 might add here, we have

been calling it the QA Rule. But, in speaking with

the various professional groups and so forth, they

have a problem calling it the QA Rule because there
are so mar ' different QA procedures in hospitals that
it gets mixed up with JCAHO QA and HCFA QA and

internal QA scmething

different

sound to then

1 IR T ML & d
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MR. TAYIOR: will

remembering that ronym or something.

MR. CUNNINGHAM: What we were 1«
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are standards, for example, in place by the Joint
Commission for Accreditatiornn of Hospitals which
embodies the concept of quality assurance and that
what we were doing here or were attempting to do is
really very specific. It did not readily lend itself
tc the use of the term "quality assurance.”

And then finally, they had a major
recommendation that was nonrelated to the QA Rule and
that was they felt that the staff's proposed two year
term for the ACMUI was too short. They felt that this
was not enough time for an individual to become
familiar with the process and to make a reasonable
contribution.

CHAIRMAN CARR: How often to they meet?

MR. CAMPER: They're meeting at least
twice per year. The next meeting is scheduled for May
in order to put them onto a May and October cycle.

That concludes the slides and the
information we wanted to present to you today in a
formal fasrhion. We feel that a great deal of progress
has been made in the medical and academic area. The
five point program initiated in fiscal year '88 is
being implemented. The results are increased NRC
oversight of medical licenses through the regional

inspection program, enhanced communications with the
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|
1 i medical community and prcfessional organizations, and |
2 : increased guidance to the regions on licensing and !
3 %' inspection is .ies and tracking of current and |
4 ;. projected medical concerns.
5 %; In summary, then, the five point program
6 }; is in place and is working. Again, we fe.. that a '
7 ;; great deal of progress has been made. We do face some E
8 i‘ very difficult issues in the future as we look at the i
’ 9 %i radiopharmacy petition and the outcome of vhe interim i
10 ; final rule that we think is going to be a very
11 | interesting area for the Commissior. for the next two
12 I or three years. ;
13 | I would like to take this opportunity, if
14 1 may, to thank my statf and all of those who helped |
15 & in putting together all the background information. |
16 As you can certainly appreciate, a great deal of work
17 | goes into it and I commend them for their efforts.
18 I1f there are any cther guestions, that is
19 all we have.
20 CHAIRMAN CARR: Comnmissioner Remick?
21 COMMISSIONER REMICK: Two questions.
22 Alert our General Counsel, my first
23 question is not intended to have anything to do with
24 | the suit, but I notice that Syncor International had
25 hired an outside consuiting firm to look at some of ;
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the human factors conside etions. Is there any
feedback from that effort that we know of, what they
were able to find?

MR. CUNNINGHAM: I think it's too early -
-gome time ago. But their hiring that consultant is
clearly a result of Dennis' work with Syncor in
bringing this to their attention and some of the
benefits that can be derived from that.

COMMISSIONER REMICK: But there are no
findings yet that we're aware of?

MR. CUNNINGHAM: Not that I'm aware of.

COMMISSIONER REMICK: Okay.

MR. THOMPSON: We'll look at that and make
sure. If there are some, we'll provide them to the
Commission.

COMMISSIONER REMICK: Okay.

In the paper you also indicate that
there's a fairly high rate of attritior of nuclear
physicians and technologists. Is there any specific
reason why that's true nationwide?

MR. CAMPER: Primarily, the attrition
deals with technologists, although I'm not readily in
command of the numbers for physicians geing into
nuclear medicine as a specialty as compared to bygone

days. 1 certainly am more familiar, though, with the
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technologist aspect of it, the clinical aspect of it.
I would say that the answer involves a

number of things. Firet of all, I think that there
ic a problem in that the older more experienced
technologists at some point in their career aspire to
lo"tier positions that are economically more feasible,
pay them more money and the like and provide a higher
level of professional participation. Many of them go
off into the regulatory arena. Some of them go off
into sales. Some of them go into other levels of
management within the hospital and that type of thang.
I think that a significant problem exists

this time around, though, in that the front-end
problem is severe in that not as many individuals are
going into the schools of technology. There simply
aren't as many schools of nuclear medicine technology,
for example, as there used to be. Enrollment in many
cases is down. There are a number of reasons for
this. I think some of it is generic to the health
care industry in that with the reimbursement crisis
that's going on today in health care and with some of
the concerns the public has about such things as AIDS,
for example, I don't think health care is as
attractive as it once was as a career. I think that's

very unfortunate, because it's obviously very
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necessary and very important to all of us.

So, think we have on one hand the
continuing high rate of attrition of the experienced
people with a decrease in the number of individuals
going into the field on the front end. I think we

have a very serious shortage that will continue to be

in place for a long time. Of course, a gquestion that

raises O S individuals who look at this as
regulators and that is who is performing the medical

1

imaging procedures and who is handling the radiocactive
materials on a day to day basis and it's something
that we are oking At in  some our current
endeavore 2 trair g ‘ d as time marches

on over t! next couple years we hope to have a

better handle ¢
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away from a two year aseociate degree certificate
program and move toward a bachelors degQree program
because they felt that elevated the overall guality
of the practice of nuclear medicine technology. That
certainly was pursued. One can ask the question of
wvhether or not that is necessary in terms of producing
the numbers of players that you'd like to see. Many
individuals can go pursue a two year associate degree
with minimal cost. There are some scholarships
available, Community colleges are less expensive and
can produce a viable working technologist that's
capable of certification and capable of doing a very
good job. So, that area right now has a dynamics to
it as we speak in terms of looking at whether or not
two years is sufficient or four years is sufficient.

COMMISEIONER REMICK: Thank you.

CHAIRMAN CARR: Sounds like the degreed
operator all over again,

COMMISSIONER REMICK: Yes, it does.

CHAIRMAN CARR: Commissioner Curtiss?

COMMISSIONER CURTISS: I just had two
quick questions on the -- their both on the ACMUI
recommendations. You talked about your position on
a couple of them. Did you have any preliminary

thoughts on the first suggestion to drop the
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diagnostic and to focus on therapeutic or is it too

early to --

MR. CAMPER: Yes and no. Yes in a sense
that the quality assurance team, the rule writing
team, is about to meet later this week to try to go
back and revisit and absorb all the things we've
looked at and learned through all the various
meetings, including the ACMUI. So, I don't want to
say anything that would be premature, having not had
that group get together as a group, but I think that
there is a -- at least, in my interpretation, there's
a general sense amongst the QA team and amongst the
management that I've talked with that the idea of
eliminating diagnostics and focusing upon lodine-131
of quantities greater than 30 microcuries and therapy
would be an appropriate thing to do. It would capture
those reas of greatest concern, of greatest harm, and
perhaps if there is to be a diagnestic component
included it should be tied to some dose threshold that
made some sense scientifically.

COMMISSIONER CURTISS: Just out of
curiosity, have we reported any events that would not
be captured under that approach as &bnormal
occurrences in our periodic reports?

MR. CAMPER: If I understand you, you're
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saying if we establish some threshold --

CHAIRMAN CARR: Previously.

COMMISSIONER CURTISE: Yes, previously.

MR. TAYLOR: I think we'd have to go look
at that.

CHAIRMAN CARR: Have we reported any
diagnostics as an abnormal --

MR. CUNNINGHAM: 1Iodine diagnostics.

MR. THOMPSON: If the iodine was going to

be included

CCMMISSIONER CURT1S8S: That would be
covered?

CHAIRMAN CARR: Only if it's over 20.

MR, CUNNINGHAM: I think that in the
diagnostics, except for lodine, you really have to
work to get an effective dose equivalent higher than
500 millirem., Mcst of them are beiow that. So, if
you make a mistake in the procedure, administer the
wrong radiopharmaceutical, you're still going to be
below the 500 millirem.

CHAIRMAN CARR: Makes our BRC number look
kind of puny, doesn't it?

MR. CUNNINGHAM: Well, in a lot of them
we might pe below 100 millirem.

COMMISSIONER CURTISS: Well, check on it.
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1'd be curious, if you can take a look.

CHAIRMAN CARR: Well, that's what I say,
but, 1 mean, we're talking hundreds of millirems here
and we're not supposed to worry about that. I'm
having trouble getting te: millirem okayed.

COMMISSIONER CURTISS: 1 agree with ten.

MR. TAYLOR: We'll check that.

COMMISSIONER CURTISS: One other quick
guestion. If I recall correctly, the ACMUl folks
recommended that we await receipt of the NCRP comments
before proceeding with the rule. Can you give us a
brief status report on where the NCRP initiative
stands and what your thoughte are on that?

MR. CAMPER: I think the best way to
handle that would be ~-- is John Telford --

John, would you care to comment?

Research 1s actively involved in that
particular project, so John is the best person.

MR, TELFORD: John Telford, Office of
Research.

We are pursuing an effort to establish a
formal contract with NCRP for this particular work.
We have engaged in informal discussions with NCRP.
We think that the results that we could expect, say,

next month, if we're lucky with our contracting
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CHAIRMAN CARR: They're doing this project
on their own, aren't they?

MR. TELFORD: We are attempting to pay
them for it, a small amount of money but money
nevertheless. You're correct in that they have money
that we give them on a2 grant Lasis from a sister
branch and they are pursuing any work that they so
desire under that grant. That's correct,.

MR. CUNNINGHAM: This is not commenting
on the whole rule. This is on a very specific part
of it.

COMMISSIONER CURTISS: On the significance
of -~

MR. CUNNINGHAM: Yes.

CHAIRMAN CARR: Health significance of
medical misadministrations, but I thought that was
something they started. Did we ask them to do it?

MR. TELFORD: The ACNP and SNM, both those
societies made a formal request to NCRP to undertake
this kind of study. We also discussed with them on
an informal basis if they would be interested in doing
that, because they are an independent body established
by Congress to provide advice to agencies and they are
without any bias and so it seems like a very good

idea.
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CHAIRMAN CARR: Well, I don't have any
problem with the idea. It's the paying them for it
that bothered me.

COMMISSIONER CURTISS: How much are we
paying them?

MR. TELFORD: Approximately $50,000.00.

COMMISSIONER CURTISS: That's all I had.
1 was just curious to know that we'll have the input
from that in a fashion where we can feed it into what
you'll be submitting to the Commission on the subject
that they're looking at.

CHAIRMAN CARR: You'll get it like you got
the NCRP data for the last effort that we waited on
for a year and --

COMMISSIONER CURTISS: We'll cross our
fingers, 1 guess.

MR. TAYLOR: We don't want to wait that
long.

COMMISSIONEK CURTISS: Okay. That's all
I have.

CHAIRMAN CARR: They have a history of not
meeting their dates, in my opinion.

COMMISSIONER ROGERS: Yes. There were a
few issues that were raised in the petition that

didn't get addressed in the interim final rule and 1
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wondered if you recnived any comments on any of those
issues and whether you have anything to say about
those comments.,

MR. CAMPER: Yes, we had received some
comments regarding the issues that were addressed and
those that were not. Basically with regards to the
ones that were addressed ‘n the interim rule. as 1

ndicoted somewhat earlier, generally there has been
a great deal of concern about the record Keeping

requirements as being overly burdensome about

\

COsts associated with that and the fact that perhaps
far enough in providing them relief.
With regards to those items that were not

covered thus far, questions and comments
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necessary to segregate the issues and to focus upon
those which provided the greatest relief and that
being the elution of generators and preparation of
reagent kits and things that affected the largest
nurber of studies. These remaining issues are complex
and will take some time.

There are certain segments of the medical
community that would have liked to seen it dealt with
in its entirety in a very fast manner. But given the
complexity and the nature of the number of things,
that simply wasn't possible.

COMMISSIONER ROGERS: 1Is there any way to
characterize or summarize the support within the
regulated community that has come for the QA rule?

MR. CAMPER: The support for?

COMMISSIONER ROGERS: For. There's a lot
against, I know.

MR. CAMPER: Yes. 1 think that a number
of physicians and radiopharmacists recognize that we
did take a step to provide relief. I think that they
sense -- a positive comment that 1 have heard is this,
that, "We sense that you, the NRC, is now becoming
aware of the practice of nuclear medicine, the
practice of radiopharmacy and you've taken at least

the first step in the right direction. You didn't go
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far enough. You didn't give us enough latitude, but
you at least took a step in the right direction.
We're staying tuned to see to it now the remaining
issues. Will you be as aggressive, will you come
through on these remaining issues as you have at least
thus far?"

So, generally, I think there has been --

I've certainly heard positive comments that "Yes, you
have taken a step in the right direction. Now you
need to broaden it and now you really need to change
your language so that as nuclear physicians and as
pharmacists we can practice nuclear medicine and
radiopharmacy wunencumbered by some unnecessary
regulatory criteria. So, you've taken a step in the
right direction."

MR. CUNNINGHAM: I think it was
significant what the ACMUI did in this past meeting.
As you know, they've been rather negative on this QA
rule over the years. There was a motion on the floor
to vote that the ACMUI as a committee voted against
the QA rule flat out. That motion was defeated
because there were the majority of the committee who
felt that there was a need for the therapy part of the
QA rule, so that if you retained the therapy part,

that carried the day. There was a majority that felt
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that there is a need for this and it would serve a
useful purpose for the therapy part. Clearly, the
Committee as a whole did not want the diagnostic part
in the QA rule.

MR. THOMPSON: And I would say there was
one other thing that kind of indicated support for the
theory and the approach cof the quality assurance. In
the pilot program, when we went and looked at both the
program as it was described and the program as it was
implemented, we found that the implementation was, 1in
fact, better than the paper Jescribing the program,
80 that in practice many of the facilities, n fact,
did more of what we were looking for in the QA program
than they would have actually had their paper written
on.

Of course, obviously, in a license
amendment type of review process, 1if we'd had
questions about were you going to implement that, that
type of clarification would have been expanded and put
in the program, so the program would have been
complete. But I was very encouraged by the
significant imp.:ementation as it currently exists in
the medical community of a QA program which we would
have found addressing most of, if not in some cases

all of the areas that we were looking for a QA program
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to be implemented.

MR. TAYLOR: You've gotten answers on the
QA. Larry brought up -- some of his comments were
directed toward the interim final rule package insert.

MR. CAMPER: Yes.

COMMISSIONER REMICK: May I just follow
up?

Hugh, 1'm not quite sure I understand what
you're saying. Are you saying that their
implementation regardless of our rule was better than
their procedures might indicate or their
implementation was better because of our QA rule, they
exceed what they had before?

MR. THOMPSON: I think it's the former.
They have in place -- we were out looking at what
their program would have described and in the pilot
program of what our QA program would have been so that
we wanted to see how much it would have cost to
implement it. Their description of that program, as
I understand it, and I think John or Larry can correct
me, their description of their program was rnot as
robust as it would have been if we'd gone through a
licensing review program. But their implementation,
in fact, was closer to what we would have expected.

S0, it was better implemented than it was described
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MR. CAMPER: That's correct. The QA team
that went to 18 site visits found generally that
programs were there, they were in place. They did not
describe them very well in the guestionnaire, but on
site visit demonstrated that they were indeed in
place.

COMMISSIONER REMICK: I see. Thank you.

COMMISSIONER ROCERS: Well, I just wanted
to commend first the staff for the briefing because
I think it was an excellent presentation, very clear
and very complete. And for the efforts over the past
year in the various activities that have been going
on, training workshops, inceraction with other
agencies, and staff development, all very important.
But as we know, this is a very prickly area and it's
one that --understandably sc, I think in some ways.
We deal here with a somewhat different kind of
professional than we deal with in nuclear reacto:
area.

It requires patience and sensitivity to
getting to understand each other so that we can
accomplish what we feel is necessary without an undue
trampling upon professional sensitivities. I think

that you've been working very hard at that. I can
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sense it through what's happened over the last vear
or so and 1 want to comr:>nd the staff for its patience
12 wnat I'm sure at times have been somewhat difficult
retorts that have come back from that community.

But think we're all trying to work

towards a safety goal and that's one that is certainly

defensible and certainly one that is our
responsibility and I want to commend you for your hard
work and patience and fortitude. Thank you.

MR. CAMPER: Appreciate that.

MR. TAYLOR: Commissioner, 1 might add I
spert several hours at an ACMUI meeting. It was an
eye-opener to hear this professional viewpoint at that
type of meeting for someone who comes from the reactor
side.

CHAIRMAN CARR:
his comments. I would -~ but
Agency, I must admit that between the medica)
the radiographers, we've hurt more peopl
in reactors. 50 \at's probably why
look at how many people do we injure sometime,

¥

the why I've really had kind of a closeness

attention to this item.
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doesn't mature until next September. What are you
going to do with the results of that?

MR. CAMPER: Well, I happen to have Doctor
Piccone with me who's the project manager for that
particular contract.

CHAIRMAN CARR: Okay.

MR. CAMPER: 8So, 1'll let her --

CHAIRMAN CARR: I wouldn't want Josie to
go away without talking.

Mr. CAMPER: -~ Josie answer that guestion
and give her a chance to --

DOCTOR PICCONE: Well, primarily, the
results of the contract will be used to formalize some
of the informal discussions that have been going on
with the QA team with some of the professional
organizations on the existing quality assurance
regulations or suggestions regquirements. The task
with SAIC that does look at existing programs with
other organizations is due to us by the end of March.
So, we will have that at a time to look at, certainly
to at least review with the rulemaking.

The remainder of the tasks with SAIC have
to do with reviewing a quality assessment
questionnaire that was used by NRC in inspections for

about a year to analyze those results and see what we
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can get from them., It primarily focused on -- it did
try to focus on what gquality assurance is in
institutions at the present time, but had a tremendous
focus on equipment, age of equipment, model number and
whatever. So, I think we'll have more of a feel for
the state of the art that is in existence.

They are also developing a survey that we
can use to see what quality assurance programs are out
with licensees now, whose recommendations they are
using, are these mandatory or voluntary
recommendations that they are tollowing in their
institution, and just what areas are covered now in
the quality assurance program? Surely, some of that
information and the information they glean from the
professional organizations can be wused in our
regulatory guide effort and revising that regulatory
guide and possibly the rule at a future time.

CHAIRMAN CARR: Okay. Now, are they just
looking at NRC licensees or are they working with
state licensees to agreement states?

DOCTOR PICCONE: Well, they're not looking
at any licensees at this point. They're meeting with
professional organizations. They've gone to one or
two licensees who have large therapy programs to get

an idea of their quality assurance program,
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The survey, that 1is meant for NRC
licensees.

CHAIRMAN CARR: Okay. There's been a lot
of discussion about training and how much training is
required. Have you 2ll determined whoether *here's a
coerrelation between the occurrence of medical
misadministrations and the training or credentials of
the users who commit these problems?

MR. CAMPER: We're currently looking at
that issue. We did present to the ACMUI during its
meeting last July the results of a contract study
conducted by Cohen and Associates that looked at the
various standards and organizations that have
something to do with the training and experience and
standards within the practice of medicine in the
nuclear arena.

In fact, when we presented this
information to the ACMUI, the ACMUI said, "Well, fine,
but you have not shown us what the correlation is, if
any, between the numbe: of misadministrations that
occur and other enforcement events." In fact, they
challenged us to do that.

One of the things that we're looking at
over the next couple of years is to try to modify the

misadministration reporting form so that some
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(
f indicator is provided fov the leve) of tralning and

2 zxperinsnce of the irdividual thot committed the %
3 misadm/nistration. Perhaps in time, if enough of
4 ; these are collected, we will drav some cosrelation i
i % L between the level of training and experience in those :
6 ﬁ individuals thet commit misadministrations, or for ‘
7 ; that matter some other enforcement activity. j
| 8 ; Similarly, we are pondering whether or not ,
‘ 9 f we could, during the inspection process, take a look ‘
; 10 | at the level of training and experience of the
| 11 ;i individuals and in those cases particularly where :
| 12 I there are violations which occur and those which
13 ; resulted in enforcement action, is there some
;; 14 correlation we can draw between the level of training
15 | experience and the events which occur.
16 It's a complicated area. How do you
17 quantitate something like that? How do you clearly
18 define scmething like that? But it is an area that
19 if we're ever going to get to the bottom of the
20 adequacy of training and experience as it relates to
21 | such events, we've got to take a look at it. So, we
22 | are currently pursuing such an endeavor.
23 CHAIRMAN CARR: Okay. How about
24 enforcement actions in the medical area over the last
25 few years? Are they directly proportional to the
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that if we look more they'll start going to other way.

MR. SJOBLOM: 1I1'd like to maybe add --

CHAIRMAN CARR: Want to identify yourself
for the recorder, please?

MR. SJOBLOM: Glen Sjoblom, NMSS.

In the NMSS Newsletter two times ago, in
fact, there was a graph that showed the number of
materials enforcement and showed that both radiography
and medical were on the up-trend. We think part of
this has to do with our more in-depth inspections in
the last two or three years.

You also recall that 10 CFR Part 35 went
into effect a couple of years ago and there is a
learning curve the licensees are on. There is a
theory at least that once we inspect them all once,
and that should occur like this year, after that rule
went into effect, that perhaps that enforcement
frequency might go down. That's not at all certain,
but there's the possibility that that might exist,
that might occur.

CHAIRMAN CARR: Well, we're going to have
a perturbation in that bubble because we've delegated
enforcement to the regions, I guess, in this area.
S0, we're going to have to factor that in. Have you

see any impact on delegation of the enforcement?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1320 AMODE ISLAND AVENUE. N W

(202) 2344433 WASHINGTON, D.C 20008 (202) 2328800




10
11 |
12 |
13
14
15
16
17
18
19
20
21 |
22
23
24

25

77

MR. THOMPSON: We've not seen any impact
per se that we have not taken many enforcement actions
that have been delegated to the regions, but we
obviously monitor that process very carefully and
we'll continue to put that in our report to the
Commission on enforcement actions.

CHAIRMAN CARR: Okay. Well, I want to
thank the staff for this informative briefing and
commend them for their efforts over the last year to
continue improvements in the regulatory oversight of
the medical use of byproduct material. Staff efforts
are particularly commendable in support of the pilot
program for the guality assurance rule, the Advisory
Committee on Medical Uses of Isotopes, the development
of the informative video on nuclear medicine safety,
and coordination with other government agencies,
states and professional societies involved with
medical uses.

I'm also looking forward y <-) the
contributions that our new visiting fellows wil make
in assisting the staff both here and in the regions
in addressing emergerit issues and trends that may
affect the safety of medical uses.

I encourage the staff to continue its

efforts to solicit constructive comments from
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licensees, states, professional societies, and other
federal agencies un how the medical program should be
improved.

1 also encourage the staff to seek timely
and effective ways to communicaté with the licensees
at the working level on the causes of medical
misadministrations and emerging safety issues in the
medical use program.

The NRC, the agreement states and the
licensees share the important responsibility of
ensuring protection of the public from unnecessary
radiation associated with the medical uses of
byproc ‘=t material.

We must continue to pursue this goal by
striving to improve our regulatory program within
available resources and without imposing any
unnecessary burden on the medical community and the
public.

Do my fellow Commissioners have any
additional comments?

Tf not, we stand adjourned.

(Whereupon, at 3:05 p.m., the above-

entitle. matter was adjourned.)

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 AHODE ISLAND AVENUE N W

(202) 2344433 WASHINGTOMN D C 20005 (202) 232-6600




ERTIFICATI F TRANSCRIBE}

Thit g t ertit that the att he events { meet §
s Fhe nie { € ' ’
the ite tates N lear Regulatory mmission entitle
Il I F MEET.N '
PLACY F MEFTIN k
4
DATI F MEETI)
‘, were L AN E ribe t mée rthet ert f t . M > & g *
o 8 rate & complet e ¢ the best ¢ o ! ¢ a that thi
"
{
23 ' ans » bt « I} oy ¢ A v e re y f » P f eg g & P ’
f

WY PN A S 2

< NEAL R GROSS
COURY REPORTERS AMD TRANSCRIBERS
1323 RHODE ISLAND AVENUE N 'w
i 202) 2574420 WASHINGTON DC 20008 2021 23




MEDICAL USE OF BYPRODUCT
MATERIAL ANNUAL BRIEFING

February 12, 1991
John E. Glenn
Lairy W. Camper

Contact: Josie Piccone, 492-1410



uoI}eW 10} u|
IybIsian e
juswdoeaaq Jjeis e
uoneiadoo) uoneziuebio-iauj e

juswdotaraq weiboid e

WVYHOOHd 3SN TvIIasN S.O4N




PROGRAM DEVELOPMENT

* Dosimetry Assistance
* Human Factors
* Quality Assurance Rule/Pilot Program

* Radiopharmacy Petition



QA PILOT PROGRAM

64 Volunteers

- 23 NRC Licensees
- 41 Agreement State Licensees

Pre- and Post-trial Workshops



PILOT PROGRAM RESULTS

» Most Volunteers had Existing QA
Programs Which Addressed Objectives

of the Proposed Rule

e Incremental Cost Small

 Suggestions on Specific Requirements
to Improve Rule and Further Decrease

Costs




RADIOPHARMACY PETITION

e History

e Interim Final Rule Permits
Departures from Package Inserts:

- for eluting generators and
preparing kits

- indications for use of
radiopharmaceuticals in therapy




RADIOPHARMACY PETITION

e Remaining Issues:

- = Use of radiopharmaceuticals for
human research

- Use of radiolabeled biologics

- Pharmacy preparation cof
radiolabeled drugs



INTER-ORGANIZATION
COOPERATION

* The Food and Drug Administration (FDA)

* The U.S. Department of Health and Human
Services’ Health Care Finance
Administration (HCFA)

e Agreement States



STAFF DEVELOPMENT

GOAL: Increased Depth of Expertise in
Medical Issues

fost Members of Medical and Academic
Section Have Worked in a Hospital

Medical Visiting Feliows Program
- Physician / Radiopharmacist

Expand Experience BRase of ACMUI




OVERSIGHT

GOAL: Early Identification of
Developing Problems

» Approximately 1000 inspections in
Y '90

Analysis of Misadmiristration
Reports and Developing Trends

Coordination and Technical
Assistance to the Regions

o




MISADMINISTRATIONS REPORTED
BY NRC LICENSEES

Cy8a7 Cy8s8 CY89 CY90

Diagnostic 409 386 397 400+
I-131 5 7 10 10+
Therapy 9 12 10 18+»
Licensees 348 344 326 325+
Involved

AO Reports 8 7 8 1422

* Estimated ++ Incomplete data =+» 1, 2, & 3 Qtr

il



RESOURCES FOR MEDICAL USE PROGRAM

FY20 FYo1 FYa?2
FU "CTIONAL ARFAS $ FTE $ FiE $ FTE
Program Dvipmt 1038 8.2 1157 8.1 800 7.8
& Event Eval. {HQ)
inspec. & Event 205 23.2 24 5
Eval. {Rgns)
Licensing (Rgns) 8 4 7.7 8.5
Supervision 4.7 45 5.2
(HO & Rgns)
TOTALS 1038 418 1157 439 800 460



INFORMATION EXCHANGE

* GOAL: Widespread Notice of
NRC Activities

-24 Presentations to Professional Groups
- 4 Workshops for Licensees
- NMSS Newsletter

- Meetings with 8 Professional Societies



RECOMMENDATIONS OF ACMUI

* Drop Diagnostic QA to Focus
on lodine and Therapy QA

* Use of Event Instead of
Misadministration

* Use Diagnostic Event Reporting
Criteria Based on Harm

14



RECOMMENDATIONS CONTINUED

* Provide Summary Report to Patient
Rather Than Technical Report

* Supports Change of Rule Title
* 2-Year ACMUI Term Too Short

15
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The Commissioner: 2

INDUSTRY CHARACTERIZATION

The NRC regulates medica) use of byproduct materia' in
approximately 1700 hospitals and 600 private-practice
clinics. Agreement States account for an approximate

5000 additional medica) use licenses. Medical use inc¢ludes
using radiopharmaceuticals to evaluate the presence and
extent of diseas¢, or to treat disease, and the use of
cealed sources for diagnosis or cancer therapy. Approxi-
mately 7 million diagnostic procedures and 180,000 therapy
procedures are performed nationwide each year. ,

PROGRAM DEVELOPMENT
Quality Assurance (QA) Rule

A proposed amendment to 10 CFR Part 35, requiring medica)
licensees to ectablish and implement a written basic QA
program, was published for comment on January 16, 1990. The
goal of the rule is to provide high confidence that errors
in the medical use of byproduct material will he detected
and coriected. A pilot program was conducted to: assist

in determining the licensee's effectiveness in meeting the
proposed rule, determine if the performance cvjectives of
the proposed rule can spot mistakes that could lead to
misadministrations, if not corrected; and aid in determining
the impact of the proposed rule on current medical practice.

Five 1-day pilot pre-test workshops were held in March

and April, 1990 with NRC and Agreement State licensees

who volunteered to participate in the pilot program after
being randomly selected. A total of 64 volunteers actually
completed the pilot program conducted between May 14 and
July 13, 1990. Five 2-day post-test workshops were held

in August, September, and October 19890, to review the
volunteers' experiences with the proposed rule and to
receive and discuss their comments and suggestions on how
te improve the proposed rulemaking. One aspect of this
pilot program was the establishment of an NRC QA team

to develop program evaluation (licensing) checklists and
site evaluation (inspection) checklists, The QA team also
considerved the appropriateness and usefulness of the afore-~
me~tioned developed guidance by evaluating the submitted

QA programs of eighteen of the volunteer participants, with
follow=up site visits. The results of these evaluations
were presented to all the volunteers, at the post-test
workshops. The staff held public meetings with the American
College of Nuclear Physicians (ACNP) and the Society of
Nuclear Medicine (SNM)in July 1990 to discuss the proposed
rule. Other public meetings with other professional organ-
izations such as American College of Radiology (ACR), American
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Association of Physicists in Medicine (AAPM), Nationa)l
Council on Radiation Protection and Measurements (NCRP),
American Society of Therapy, Radiology, and Oncology
(ASTRO) and the Joint Commission on the Accreditation of
Health Care Organizations (JCAHO) have been heid in early
FY9l. Public workshops also have been held with the
Agreement States.

There continues to be strong opposition to the rule from
the SNM, ACNP and other professional organizations who
question the need for such a rule in Tight of the low
frequency of occurrence of misadministrations. A second
guestion is the regulation of QA by the NRC. The term
quality assurance" has a meaning in the medical community
which iz associated with guality medical care and clinical
practice issuec which are addressed by JCAHO, There is
also a concern or perception that the cost of the rule will
be high, primarily due to the need for auditable records.
The Advisory Cummittee on the Medical Use of lsotopes
(ACMUI) has recommended removal of diagnostic procedures
from the proposed rule while retaining requirements related
to the administration of iodine-131 in quantities greater
than 30 microcuries and therapy procedures. The staff is
continuing to evaluate these concerns as part of the
rulemaking process.

QA Contract

The QA Contract, "Quality Assurance in the Medical Use

of Byproduct Materials," was awarded on September 23,

1990, to Science Applications lnternatimnal Corporation

(SAIC) for a period of one year. The tasks covered by this
contract include: identify the current regulations, standards,
and guidelines that physicians, medical physicists and medical
technologists involved with activities under NRC medical
licenses are currently using for QA; review the inspection:

of radiologv and nuclear medicine departments by the L. S,
Department o Health and Human Services' Mealth Care Financing
Administratisn (HCFA) and the Joint (ommission on the
Accreditation of Health Care Organizations (JCAHD) to
determine their leve) of detail in review of QA for medical
use of byproduct material; and review and analyze the
completed NRC "Medica)l Use Quality Assessment” questionnaires,
The "Medica! Use Quality Assessment” quest onnaire is a
fifteen page questioinaire on medical use quality, which was
used during unannounced inspections between July 1889 and

June 1990. A report from SAIC is due September 23, 1991,

Dosimetry Assistance

The staff contracted with Oak Ridge Associated Universities'
Radiopharmaceutical Interna) Dose Information Center (RIDIC)
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on September 5, 1890, to provide dose estimates to NRC for
internal exposures received by individuals working for NRC
licensees, The staff will use this information to evaluate
the regulatory importance and medical significance of
incidents. This assistance proved very valuable in helping
the staff promptly respond to several significant incidents
involving iodine.

Medica) Training

A 1988 contract study, which examined training and
experience criteria, credentialing programs, and State
licensure for physicians, technologists, and ancillary
medical personne) was completed in December 198Y. Study
findings, along with the public comments received in
response to a Feueral Register Notice (53 FR 18845)
concerning training and expe: ience criteria published on

May 25, 1988, were analyzed aud presented to the ACMU]

as an agenda item during the meeting held on July 10, 1990.
The ACMU] responded that the information gathered by the
Office of Nuclear Materials Safety and Safeguards (NMSS)
staff does not support the assumption that training and
experience are significant factors in misadministrations,
The ACMU] suggested that additional information be gathered
to include the training and experience of all individuals
involved with misadministratiors, &s well as other incidents
uncovered during NRC inspections. Bevore recommending rule-
making, the staff needs more information about the relation-
ship between the level of supervision provided by authorized
users to technologists and the tra‘ning and experience of
the technologist. Similarly, the starf needs time to monitor
the impact that current proposed rulemaking, regarding
medical gquality assurance, will have on misadministration

or violations of NRC's requirements. Additiconal data will
be gathered over the next two years and the results used

in any decision to propose future rulemaking on this issue.

Human Factors

Human error is a significant contributor to medical use
incidents. Reduction of such error requires detailed
knowledge of the factors that cause ft. NMSS has worked
closely with the 0ffice of Nuclear Regulatory Research

(RES) over the last year, to initiate research projects
designed to assist the staff in acquiring that knowledge for
teletherapy and for brachytherapy using remcte afterloaders.
Those uses were selected because f the relative significance
of errors associated with them. The projects incliude the
following tasks:

1. Function and task analyses;
2. Human-machine interface evaluation;
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change certain requirements regarding the preparation and
use of radiopharmaceuticals., The staff discussed these
issues during several meetings with the Food and Drug
Administration. Pharmacy issues were discussed in separate
meetings with the National Association of the State Boards
of Pharmacy, the Ohio State Board of Pharmacy and the
I11inois State Board of Pharmacy. An interim final rule
was published in the Federal Register on August 23, 1990
(Enclosure 3) and is in effect until August 23, 1993.

The interim final rule allows licensees to depart from
the manufacturer's instructions for elution of generators,
preparation of reagent kits, and indications of use for
therapy radiopharmaceuticals provided certain conditions
and limitations are met. Quring this time, the staff will
collect information to determine whether to extend the
interim period for the rule, make the rule permanent, or
revise it, based on the nature of the reasors for, and
frequency of, the departures. The remaining issues
addressed in the petition are: wuse of radicpharmaceu~
ticals for human research; use of radiolabeled biologics;
and pharmacy preparation of drugs outside of the FDA
Investigational New Drug (IND)/New Drug Application (NDA)
framework. The staff is continuing to work on these
remaining issues and will provide its proposed resolution
for Commission consideration by November 1992,

The interim fina)l rule has met with some resistance and
criticism by members of the medical community. The SNM
and ACNP have indicated that the rule has resulted in an
overly burdensome recordkeeping reguirement and that it
too narrowly defines the basis for allowable departures.
On September 20, 1990, Syncor International, Inc., filed
before the Commission a Petition for Reconsideration and
Stay of Action regarding the Interim Final Rule. On
October 19, 1990, Syncor filed a lawsuit against the NRC
challenging the interim final rule. Syncor International
Corg. v. NRC # 90-1495 (D.C. Circuit). The staf: and the

ffice of tne General Counsel are evaluating the petition
and subsequent documents submitted by Syncor.

INTER-ORGANIZATION COOPERATION

The Food and Drug Administration (FDA) regulates drugs and
medical devices that are placed in interstate commerce. The
staff initiated and has conducted office-level and day-tlo-day
staff-level communications designed to ensure NRC and FDA
cooperation and coordination.
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Interagency staff meetings were held with both FDA's Center
for Drug Evaluation and Research (CDER), and Center for
Biologics and Evaluation and Research (CBER), to discuss
and resolve issues of common interest that were addressed
in the petition for rulemaking on the practice of pharmacy
and medicine, which was submitted by the ACNP and SNM.

Many of the requests in tha! petition concern NRC's
interpretation of and reliance on FDA's radicactive drug
and biologic regulations. Since the FDA regulates the
manufacturer regarding 'abeling and package insert
information, and not the end-user, it is reluctant to
provide a definitive statement on adherence to the package
insert information. The practice of medicine and pharmacy
issues associated with end-use have contributed to FDA's
inability to provide clear guidance. The staff will continue
to work with FDA to resolve these issues,

The FDA's Center for Devices and Radiological Health

(CORH) and NRC are sharing information on incidents invelving
teletherapy unite, brachytherapy sources, and brachytherapy
remote afterloading devices. FDA field representatives
accompanied NRC staff on one teletherapy inspection, in
response to an unusual machine failure involving restart of
the timer, caused by a static electricity problem.

The staff initiated contacts with the HCFA, and referred
information on two medical events to HCFA, for its
consideration for action. NRC staff investigated the
aspects of the two events that pertained to NRC regulations.
HCFA requested additional information and indizated that it
would look into the non-radiation medical care issues, as
part of its 1. spection process on quality of care,

The staff continues to assist and obtain constructive

comments from organizations (Association for the Advancement
of Medical lnstrumentation, Human Factors Special Interest
Groups on Medical Systems and the Functionally Impaired, and
United States Pharmacopeial Convention) by participating in
committee activities of these organizations. (iaisons for
information flow are established with the ACNP, ACR, SNM,

AAPM, and ASTRO. A1l of these organizations are on a mailing
1ist for information notices, and the NMSS Licensee Newsletter.

NRC staff efforts to assist the U. S. Department of
Veterans Affairs (VA) in the development and implementation
of a Radiation Safety Audit Program are on-going. The VA
abandoned its program to have the regional industrial
hygienists audit the hospital radiation safety programs.
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Instead the VA allocated training funds to provide
approximately 60 physicians, health physicists, and
technologists, who are radiation safety officers (RS0Os)

at smaller (non-broad scope) hospitale, with a two and

a half day training session on radiation safety prograis.

The sessions focused on NRC's licensing, inspection, and
enforcement policies, with specific workshops on practical
issues and tasks facing the RS0s. Workshop topics included:
“training; dose calibration; surveys and counting; volatile
radionuc)ides; receiving and shipping; and use, spills and
disposal." Both NRC staff and VA staff presented ifistruction.
NRC staff is planning to continue meeting with VA Meadgquarters
to focus attention on improving VA medical use programs,

STAFF DEVELOPMENT

Headquarters and the regions had continued success in
recruiting individuais with medical use experience to work
in the licensing and inspection programs in FY90. NMSS
and the Regions have hired individuals with trairing and
experience in nuclear medicine technology, medical health
physics consulting, and medical physics, including
individuais with NRC licensing and inspection experience.
This varied and practical field experience provides a
first-hand understanding of safety concerns and
implementation probiems associated with the medical use
of byproduct material.

Both Headquarters and regional staff members continue to
participate in the NRC rotationa! assignment program and

in team inspections. This prougram has fostered a better
understanding of regional licensing and inspection problems
and Headquarters' programs and procedures.

ACMU]

The ACMUI was convened once last year. At a July public
meeting, members commented on the ACNP-SNM petition, the
QA rule, training and experience criteria, expanded
membership, and meeting frequency.*

¥Tn SECY-90-356 (October 18, 1990), the staff recommended changes in the
composition of the ACMUI. In a Staff Reguirements Memorandum dated December 10,
1990, the Commission approved the staff's plans to expand membership and
recommended a balancing of representation on the Committec whiie minimizing the
number of additional members. The Commission also instructed that members
should be approved for a term of two years with an option for renewal of the
appointment for an additional two vears with Commission approval.
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Medical Visiting Fellows Program

The staft is impiementing the Medical Visiting Fe:ilows
Program (MVFP). The chira1 Register Notice of June 7,

1950 (Enclosure 4) called for nominations of qualified
physicians, radiopharmacists and other health professionals
to participate in the MVFP. The staff submitted a
Commission Paper on the implementation plan for the MVFP

on August B, 1990 (Enclosure 5.) A total of six physicians,
three radiopharmacists, one RSO and one technologist submitted
applications. From these ca didates, the staff has selected
one physician, and one radiopharmacist, both of whom have
outstanding credentials, to be the first visiting fellows,
Experience gained with the first two fellows will help
provide a basis for future solicitations.

OVERSIGHT

The licensing and inspection functions are conducted by the
regional offices, with guidance and oversight from Headquarters.
The regions conduct approximately 1000 inspections of medical
use licensees annually. Most medical use licensees are
inspectted every three years; broad scope, nuclear pharmacy
and teletherspy licensees are inspected annually. The staff
is currently working o inspection guidance to the regions
which will change the inspection freguency for community
hospitals from three years to two years, increasing NRC
oversight of approximately 1400 medical use licensees. The
staff continues to use notiLes of violation, civil penalties,
and orders, as apnropriate, to ensure compliance with
regulations and license conditions.

BUDGET AND FULL-TIME EQUIVALENT UNITS (FTE)

The budget and FTE for the medical use program are described
in Table 1.

The staff believes that this allocation of resources meets
the needs of the medical use program with emphasis on
inspection activities.
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Staff members in all regions conducted workshops for
licensees. Each workshop was designed to respond to medical
use issues specific to the region, such as management and
RSO responsibilities, training, surveys, and audits. The
workshop program has been well-received by licensees and
regional staff members, and will be continued.

A summary of the Staff workshops and presentations at outside
meetings held in FY90 can be found in Enclosure 6. A iisting
of Federal Register Notices. information notices, and staff
papers, regarding the medical use program, issued in FYS0
(and in some previous years) can be found in Enclosure 7.

AREAS OF CONCERN

The staff believes that developments in the medical workforce,
reimbursement by public and third-party carricrs for medical
services, new medica)l technology and aging equipment continue
to be potential areas of concern.

workforce

It appears that the body of fully qualified nuclear physicians
and nuclear medicine and radiation therapy technologists will
continue to decline because of a continued high attrit on

rate of better-trained and more-experienced personnel. Able
candidates for physician and technologist training programs
also continue to decline. This deteriorating situation
creates the need for continued monitoring of nuclear medicine
and radiation therapy training programs, to help ensure the
continued safe medical use of byproduct material.

Health Care Reimbursement

Both public and private-sector third-party carriers have
implemented stringent cost-rontrol programs, effectively
reducing resources and op* throughout all facets of
health care delivery, inc g nuclear medicine and
radiation therapy. The starf expects that licensees,
being forced to reduce costs, may find it h.rder to
maintain staff and purchase equipment to implement the
Commission's objective of safe medical use of byproduct
material,

Medical Technology

As noted previously (SECY-90-047), the staff still
anticipates that the key change in radiopharmaceutical uses
will be the development and widespread use of radiolabeled
monoclonal antibodies. Monoclonal antibodies may be iabeled
with radioisctopes not usually seen in nuclear medicine



Commissiongre |

iepartment ¢ vitrium=9 4 rhe n ¢ and wit!
¥ mict Qe uantities of iodine~131 and phospt - 3:
0 better tand this techr ogy and 11s associated
radiationn p tion issues, RES has contract projects
; concerned with the radiation protection aspects unique
te monoclonal antibodi and radiatior \
protection requirements, adeguacy of current regulatory Y
riteria for release f patients, and protective measures
for techr gist physicians The medical sectior
staff 1s providy hnical review of these projects
N In radiation oncology, there has been increased use of
4 high=dose-rate remote afterioading brachytherapy,
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PROGRAM STATUS

The Five=Point Program, initiated in FYB8 is being
implemented. The results are increased NRC oversight of
medical licensees through the regional inspection program;
enhanced communications with the medica! community and
profesczional organizations; increased guidance to the

re ions on licensing and inspection issues; and tracking
of current and projected medical concerns. ihe staff will
continue the implementation of the Medical Use Program, as
discu.sed in this paper.

This paper has been coordinated with the Office of the
General Counsel, and that office has no legal objection,

-

mes M. Taflor
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ACTION .
3‘. - - NUCLEAR REGULATOAY COMNISSION CTION Thompson, wxa s
3. VIARM NG Y ON L oans :,': St.”o
‘v‘, ""ler
. . i "O,V'Q
suvc.l.o‘u e THENEY &) Saby ~Ordan, AEOD
SECRETARY “clonald, iaw
sueklroy, WK
Regions i
MEMORANDUM FOR: victeor Stello, Jr., Execut.ve Director
for Cperations
A s
FRCOM: %}Sﬁnnol J. Chilk, Secretary
SUAJECT: SECY~88+77 - MEDICAL TSR PROGRAM

This {8 to advise YOuU that the Coumission (wieh &ll Commissione.s
AgTeeing) has approved Proceeding with the staff’'s pian to
provide improved requlatory oversigit of the medicsl use <g
dy-product material as revised in the June 7, 1588 Remorandus from

H. Thompson to 8. J. chilk subject to the following
aodifications:

i, The section titled ~Raqulation 2f Msc.zal SAXYice”® ir
Enclosure 1 should be remcoved

2. Press releases for escalated enforcament actions should e

sent <o prefessional Society nevsletters (if this is net
already done): and

3. the staff should provide the Commission vith an annual
briefing on the Medical Use Program.

(NMSS) teoOy (SECY IU!PINI:: 13/88)

Commissioner Rogers noted that he believes that the medical
nisadministration of by-product saterial deserves further
attantion by the medical community. The current estimated rate
of medica. misadministrations, while suall in comparisen with
other modalities of exposure to the public from by=product
zaterial employed in the commercial Sector and from NARM, can be
improved by & mere eaffective and strangthensd agency program.
Therefore, he agrees with the objectiva of Providing lasproved
ragqulatory oversight of the nedical use of Sy=product material.

Commissioner Rogers also noted that the staff’s pive~point
Program could contain nore specificity and diversity as to
izplementation. 1In particular he believes a rescurce allocation
for regulating medical use of by-product materia) other than that
Proposed in Table 1 zay be more effective in achieving these

Rec'd Of, EDO Enclosure |
% % £

-

Jale
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objections. A CoOntinuing emsphasis on Regicnal inspection
activities as proposed o Regicnal licensing AStivities vill re
NECessary to achieve the oversight  .ement of the Five-poine
Prograa.

Exazples of additicnal actions the staff should consider in e
Inter=Crganization Cocperation and Informaticon Feeddack elezer:s
of the Progras include:

a. Encourage rotational dssigrments of Headquarters NMSS
staff to the Regions for periods of severa) acnths, ard
shorter assignzents 5Y Region Inspectors to NMss
Headquarters staff for oriantation and Program overviev
purpcses.

- N f}ncr.ascd Ntilization of AROD staff resourcas for
'y Periodic analyses of Sedical community performance ard
AZOD consideration of appropriate indicators of trands
kﬁf perforaance.

S. Ex_ loration of further institutional ties to the 0
Bedical community through establishment of & cne year
zedical Visiting Pellovs program within NMSS
Headquartars, Budgetary support for an NRC Medical
Fellov Program, selected by NMSS staff and the Adviscry
Committes on Nuclear Medicire night be possidle throuh
Health and Human Services ard National Institutes of
Health.

4. Active invelvemeant of Commissio. offices, the EDO arnd
Senior NRC staff sembers in communicating directly with
thy medical community (hespital administrators,
physicians, medical schools, professional groups) as
Commission representatives.

Commissioner Rogers requests that the staff add more flesh to the
skeleton of the Pive-Point Program, reviev the examples above and
consider additicnal opportunities for achieving greatar leverage
in Program (mplementation. The Staf? should repert on these at
its next briefing of the Commission.

Coples:

Chairzman Zech
Commigsicner Rcherts
Cemmissioner Carr
Scamissionar Rogers
o« ]w
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The Commission®
assoclated with
carr commended
improve

curren: issues
material. Chairman
the last yvear to
ensure adegquate
raglation exposure.

The Commission hs the staff should proceed with
implementation « he 1 ‘ﬂg fellows program and inform the
Commission when ¢t has been taken.

the pending petition for ru lemaking from the
can College of Nuclear Physicians and the Society of
lear Medicina about the practice of medicine and pharmacy
tne Commission requested early resolution on wh ether a gerer

exemption or an interim rule is the ncst appropriate action to
e taken.,

equested early recommendations on whether
Advisory Committee on the Medical Uses of
to be expanded as previously requested
(SECY-89-261) .

mitte heir recommendations

present,




The Commission urged the staff:

1. to seek opportunities to conduct extended facility visits
to develop first-hand understanding of the safety needs
and implementation difficulties associated with medica)
uses of byproduct material:

to solicit constructive comments from licensees, States,
professional organizations, and other federal agencies on
NRC's regulatory program in the medical use area:

o8 )

B to continue conducting workshops to inform licensees of
NRC activities, sensitize licensees to NRC's concerns, and
provide opportunity for feedback in the medical use area:
and

4. to request sufficient resources in the naext Five Year
Flan to ensure adequate regulatory oversight of the medical
uses of byproduct material in light of projected trends in
the work force, health care reimbursement, and emerging
technolcgies.

Chairman Carr requested that the distribution list for the NMSS
newsletter include the members of the ACMUI and leaders .of
appropriate professional organizations.

Commissioner Curtiss suggested that charts used to indicate tre
number of medical misadministrations should have an added
column which lists the number of medical everts which are
included in NRC's abnormal occurrence reports as a measure of
the number of "significant" misadministrations.

¢c: Chairman Carr
Commissioner Roberts
Commissioner Rogers
Commissioner Curtiss
Commissioner Remick
GPA
ACRS
PDR - Advance
DCS - Pl=24
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i1. Petition for Rulemaking Filed by the
Amertican Coliege of Nuclear Physicians
and the Society of Nuclear Medicine

On June 8. 1989, the NRC dockeled #s
PRM-35-8 @ petition for rulemak: e
dated June § 1989 which was filed by
the American College of Nuclear
Physicians and the Society of Nuclear
Medicine (ACNP-SNM) The ACNP-
SNM are composed of over 12,0

viduals who par.. pate in the
modical use of byproduct materials
Members include physicians
eCtN0IOgsts, and nuclear phe
As charactenzed by the petit
physicians supervise the prep
and administration of
rudiopharmaceulicals ¢
irea! patients. Also, techs
admiaister radiopharmaceu!

1gnose and perform ¢
procedures under the dire na
supervision of ap authorized user
poysician.® Nuclear pharmacists
reconstitute radiopharmaceutical kits

ympound rad ceuticals. and
dispense radiopharmacenticals for
medical purposes

Among other things ? the petitioners

juested that the NRC amend its

gulations at 10 CFR part 35 “Medical

e of Byproduct Materai.' (o recogni;
heir appropnalte practice of medicine
and to allow (1) gepartures from Lhe
manulacturer s instructions for
prepanag diagnosiv
adiopharmaceulicals and (2) the uss
radiopharmaceuticals for therape.
indications and methods of
administration not included in the
package wnsert approved by the FDA

The petitioners stated thal. under

rrent NRC regulations, members of the
peltioniog organizations believe they
cannotl appropriately practice their
professions. The petitioners also stated
tha! authorized use: physicians cannot
prescride certain radiopharmaceuticals
or routes of administration for proper
patent care, even though they believe
they are parmitted to do so by the FDA
and Dy their State medical licenses
According to the petitioners. nuclear
pt 3 anchised
#s a professional entity because
actrnlies that they beligve are permitted
by the FDA and by the States are not
allowed under NRC regulations The
pelioners stated that elthough a

edr pharmaciet is au rzed t
State Licanse to prepare
radiopbarmaceulicals upon rede

opharma

here o the Lorw u
s wned neane e au

prescriplon by an suthorized yser
physician, current NRC regulations
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paris 30, 33. and 38 ng the
n of the restriction regarding the
puretion of radiopharmaceuticals in
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commenders believe demonastrate how
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Sluted thal altbough a lic2nsee may
request an exemption from specific
requirements in the regulations an &
Case-Dy-case bans this exemption
i €45 15 ume consuming and
cumbersome. The rcommenters delieve
that & delay in order Lo obtain NRC
approval for a particular departure fror
e package insert may. i some cases

ANRA ¢ the patient s health. Some

ey

»

petiLion

Cinical cases the
ers provided are descrided

August 23, 1990 / Rules and Regulations

scans for pat
hypertension

speciflic a

ols who have pulmonary
wecause Lhe ranges of

ty and perticle

Riven 1o the pachuge

L would be ex

en'ra
eeded

able 10 add

d as an antioxidan! to Te¢
#Wm-DTTA. which would increase
slabilily and enhance tmage qualtiy
becavse NRC regulations do not permit
depariure [rom the manufacturer's
nstruct

Licensees are n
ascorbic &

s for reconstiuting reagent
Kily
| When evaluating potentia! blood

transfusions. licensees are not able ic
perform in vivo Crosems tching using
polential donar red cells radiolabeled
with Tc-00m because this is not
provided for in the package insert.

(4] Licensees are not sble 1o use P-32
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f11. Neod Tor & Rule

lnformation submitied by the ACNP-
SNM in the petition for rulemeking and
oblawned during subsequen! discussions
wilh licensees indicates tha! the
requirements (n § 35.200(b) regarding
prepare on of radiopharmaceuticals
and o § 35.300 regarding indications
and method of admunistration for
therapy procedures are prevenlng
authorized user physicians .. om
providing zertain nuclear medicine
clinical procedures. License conditions
sumilar to § 35.200(b) currently placed on
commercial ouclear pharmacies bave
the same effect For soma uncommon
disesasc slales or patien! canditions. |y,
order to provide proper patieat care, It
may be necessary to depart from thy «
FDA-approved lastructions 1o offain
diagnostic or therapeulic medicy) results
not otherwise atlamabile or 10 re.
medical risks to partcular pauen ™
because of their madical conditicf,

The NRC believes that! contin W
application of these restrictions
governing the preparation of
radiopharmaceuticals and the
indications and the method of
administration for therapeutic use
rediopharmaceuticals would not | ermit
proper patient cere to be provided
s0mie palenls

Under its 1879 Medical Use Polic y
Slatement (44 FR 8242, February 9 1670
the NRC stated that it would reguli ;g
the medical use of byproduct mater. 1 in
order to protect the bealth and safet, . o
workers, patents, and the publc. e
general, NRC regulatory requirements

mented to ensure tha!l the propetly
Vrepured radiophiermaceylical 18
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physician. Aside from the requirements
in § 35.200(b) and § 35.300, other
requirements in part 35 such as the usc
of dose calibrators, are intended to
ensure (ha! the patient receivea the
prescribed dose NRC's reguiations need
10 provide @ balance between adequa'e
corrols and avoidance of undue
interference in medical judgments The
high leve! of public heaith and cafety
protection that accrues from following
the FDA-approved instructions must be
balanced with the need 1o depart from
those instructions to obtain diagnostic
or therapeutic resulis not otherwise
a!lainable or to reduce patient risk in
some uncommon disea se stales or
pati.nt conditions in order to provide
poper patient care.

The diagnostic use of
radiopharmaceuticals is. in most cases
an area of inherently low radiation risk
to patients (Policy Statement, 44 FR
8242 February 9. 1970). Although there
are greater risks inherent in the use of
therapeutic levels of radioactive drugs
in light of the informatior. provided with
and gathereu subsequent 1o the petiticn
the NRC does not believe that limiting
the therapeutic use of
radiopharmaceuticals ir all cases to
only the indications end methods of
gdministration specified in the package
inser! is justified Lloreover as stated in
it 1878 “olicy Statement. the NRC
recognizes that physicians have the
primary responsibility for the protection
of their patients. The Commission
tielieves thatl basic decisions conceming
the diagnosis and treatment of disease
are g part of the physician-patient
relationship and are traditionally
considered to ve part of the practice of
medicine

The NRC has made a determination
(hat continued - pplication of the subject
requirements, without exceptions. may
adveraely affect the public health and
saley because the delivery of proper
patient caze may require, in certain
instances, that some
rediopharmaceuticals be prepared and
administered in @ manner different from
that stated in the FDA-approved
instructions, The NRC has reviewed (he
information on nuclear madicine cliaical
procedures and believes that adequate
protection of the public health and
safety can be maintained while. at the
same time, providing proper patient
care. Hence. thie NRC is issuing an
intenm f{ina! rule that permits, on the
direction of an authorized user
physician, departures from the
manufacturer's instructions in
preparaing rad opharmadeuticals and
departures from package inse~ts for
indicaticn and method of administration

for therapeutic use. provided 8 proper
record of the departure is mace These
records will be examined by the NRC to
determine whether to extend the interim
period for the rule. make the rule
permanent, or revise it based on the
nature of reasons for. and frequency of
departures. The NRC will provide FDA
the opportunity to review this
information

Because these amendments involve
relef from restrictions which (f lefi n
place could have an adverse impact on
public health and safety and vecause
the NRC has received and tonsidered
public comments on the petition for
rulemaking. good cause exis's for
omilting the notice of proposed
rulemaking and the public procedures
thereon @s unnecessary and contrary to
iho public interest, and for making these
amendments effective upon publication
in the Federal Register withou! the
customary thirty-day notice. This
interim rule will terminate § years alter
the date of publication in the Federal
Register

IV. Future Agency Action

This interim rule amending 10 CFR
parts 30 and 35 represents only one
phase of NRC's resolution of the ACNP-
SNM petition for rulemaking During the
J.year period. the NRC may modify the
isterim rule or take other regulatory
action it determines necessary (o pro'cct
the public health and safety Based o
continued NRC analysis of the ACNT-
SNM petition. the comments on petition
and on this interim rule, expenence v
the implementation of this interim ruls
and other information, the NRC may
propose amendments to this rule or (0
other provisions of 10 CFR parts 30 anc
35 as part of its resolution of all the
issues ra:sed in PRM-35-0

V. Discussion

Section 35.200 Use of
Kadiopharmaceuticols. Gererators. ¢
Reagent Kits for Imoging ond
Localization Studies

The NRC believes that persons
licensed by the NRC (o elute generalo-s
and prepare reagent kits should not
always be bound by the requirement
specified 10 10 CFR 35.200(b) to follow
the manufacturer's instructions for
radiopimaceuticals for which the FDA
has approved an NDA. They should not
be bound if they have a written directi e
(e g. prescription) made by an
authorized user physician directing a
specific departure for a particular
patient. or patients, or for a
radiopharmaceutical. and which
includes {1) the specific nature of the
departure. (2] a precise description ol
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the departure, and (3) & briel statement
of the reasons why the departure from
the manufaciuret's instructions would
obtain medical results not otherwise
attainable or would reduce medical
risks 1o particular patienis because of
their medical condition. The NRC
recognizes that the physician may face
severe Lime conslraints during an
emergency: therefore. an exception has
becn provided in § 35.200(c) Under the
exception, a written directive is not
required before prepanrg the
radiopharmaceutical if an suthorized
user physician determines that the delay
in oblaining @ written directive would
jeopardize the patient s health The
written directive together with &
statement of the emergency
determination must be prepared with 3
working days of the emergency
administration. The written directive
and a record of the number of patient
administrations under each departure
must be retained by the licensee for a
period of 8 years and made avalleble for
NRC inspection.

This interim rule does not address
departures from “lnvestigitional New
Drug'” (IND) generstor elution
instructions or IND protoco! directions
{ar reagent kit preparation because the
departures may compromise the
scientitic integrity of the clinical
investigation. Therefore. licensees must
cantinue to fullow the IND generator
elution instructions and IND protocol
directions for reagent kit preparation.

Section 35.300 Use of
Radiopharmaceuticals for Therapy

For a rediopharmaceutical for which
the FDA has approved an NDA, the
amendments to § 35.300 would permit a
licensee. under certain circumslances, to
use therapeutic radiopharmaceuticals
for indications or @ method of
administration not specified in the
package insert. Specifically. these uses
would be permitted f an authorized user
physician makes @ record of the
departure which (ncludes the specific
nature of the departure and a brief
statament of the reasons why the
departure would obtain medical results
not otherwise attainable or would
reduce medical risks to particular
patients because of their medical
condition. A record of the departures
from indications and method of
administration and a record of the
number of patient administrations under
each departure must be retained in an
auditable form and be available for
inspection for § years. If a kit or
generator for 8 radiopharmaceutical for
thetapy were approved by FDA (through
an NDA), this interim rule does not
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authortze departures from the
manufacturer's instructions for elutmg
the generator or preparing the therapy
kit.

Section 30.34 Terms ond Conditions of
Licenses

Commercial nuclear pharmacies are
licensed pursuani W 10 CFR par 30
“Rules of General Applicability to
Domestic Licensing of Byproduct
Matenal” These licensees are required
by & license vondition similar 'o
§ 35.200(b) to elute generators end
prepare reagent Kits in accordance with
the manulacturer's instructions The
NRC believes that suthorized users
obtaining radiopharmaceuticals from
commercial nuclear pharmacy licensees
should not be bound by this restriction
in the commercial nuclear pharmacy
license. Therefore, the NRC is amending
10 CFR 30.34, "Terms and Conditions of
Licenses.” to permit actions within the
scope of those permuited by the new
§ 35.200(c). For situations not within the
scope of the amended § 30.34, &
commercial nuclear pharmacy Licenses
may file an application to heve its
license amended to permit specific
departures from the manufacturer s
instructions for identfied products.

Under the interim rule. commercial
nzclear pharmacy licensees would no
longer be bound by the requirement in
their licenses to follow the
manufacturer's instructions for a
rediopharmaceutical for which the FDA
has approved an NDA if they have a
written directive made by an authortzed
user physiclan diecting s specific
departure for a particular patient. or
patients. ar for & rediopharmaceutica!.
uad which includes the specific narure
of the departure. a precise des cription of
the departure, and why the departure
frorn the manufacturer's insiructions
would obtain medical resuits not
otherwrye attainable or would reducs
medical risks to particular patients
because of thei; medical condiiion As
in § 35.200(c), there is an excepticr 1o
Lh.f requirement for a written directive

efore preparing the
radiophermaceutical in an emergency
situation f an authorized user physician
determines that a delay in obtaining the
written directive would jeopardize the
patient's health. In this case the
commercial nuclee: pharmacy censee
shall obtain the written directive from
thie authorized neer physician within 3
working days of the prescribed
ceparture. The directive must contuin
iformation regarding the emergency
#nd all othet required informution
Licensees shall keep those records in ar
auditable form and available fnr

pection for § yeary

These amendments to § 30.34 lake
precedence over the restrictive
conditions (r.e.. on eluting generators
and prepaning reagent kits for NDA
radiopharmaceuticals) in the licenses of
commercial nuclear pharmacies.
Therefore. tiose parts of the license
conditions no longer apply during the 3-
year period when the mierim rule is in
etfect. This interim rule does not
address departures from IND generator
elution instructions or IND protoco!
directions for reagent kit preparation.
thus Licensees shall continue to follow
the IND instructions

Continuing Applicability of Regulatory
Requirements

The NRC notes that this interim rule
does not releve licensees from the
requirements to comply with othes
applicable NRC, FDA, and other Federal
or State regulations or NRC arders or
license eanditiona concerning
passession or use of byproduc! material
for medical use or other purposes as
specified in 10 CFR parts 30. 32 33, and
35. Moreover. if a radioactive biologic
receives a product licerse approval
(PLAL this mienm rule does oot
authorze departures from the
manufacturer s instructions for
prepaning the biologic. In addition, if &
kit or generator for a
radiopharmaceutical for therapy
receives an approved NDA, thus interm
rule does not authorize departures from
the manufacturer's (nsiructions for
eluting the generator or preparing the
therapy kit Neitber of these approvais
ex1sis at thus tume and neither s
suthorized by carrent regulations.

Rodiction Safety Responsibilities of
Medice! Use Licensees

NRC medical use licensees are
required by § 35.21 to appoint a
Radiation Safety Officer (RSO}
responsible for implementing the
licensee s radintion salety program. The
licensee is required, through the RSO, i
ensure that radiation saflety activities
are being performed in accordance with
approved procedures and regulatory
requirements in the daily operation of
the licensee’'s byproduct materia!
orozeam. Nothing in thre rulemaxing
relieves the licengee from complying
vith the requirements of § 35.21

In accordance with 10 CFR 35.22, NRC
medical institution licensees are
&0 sired to establish @ Radiation Safery
Comnittee [(RSC) to oversee the wae of
Lipruduc! matenal The duhes of the
ESC are specified in § 35.22/b) and
include reviews. om the basis of safety
of nimerous aspects of a licenses s use
ol bvproduct matenal. Nothing in this
rulemaking rehieves the licensee from
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complying wiih the requirements nf
§3522

V1. Administralive Staternents

Finding of No Significant Environmente!
impact: Avoilability

The Commiasion has determ ned
under the Nstional Bovirenments| Poliey
Act of 1968 as amended. and the
Commussion s regulations 1o subpart A
of 10 CFR part 81 that these
ameadments are not a major Foderal
acuon mgnuficantly affecting the quality
of the human envircnmen! and therefore
an eovironmental impact stateruent is
not required. This interim rule amends
NRC regulations to permit licensees who
elute generators and prepare reagent
kits to depart from the manufacturer's
instructions U those persons have o
written directive made by an authorized
user physician tha! requests a specific
departure for a particular patient, or
patients. or for a reciopbarmaceutical.
Thus cirective must provide the specific
nature of the departure. & precise
description of the deperture, and the
reasons why the departure from the
manufacturer s instructioos would
obtain medical results. diagnostic or
therapeutic, not otherwise atlainable or
would reduce medical nska to particu'ar
patients because of their medical
condition The amendment does not
addrees departares from IND generntor
elution instructions or IND protoco!
directions for reagent kit preparation
The NRC is 8ls0o modifying its
reguiations to permit, if certain
requiremnents are met, the therapeut
use of radiopharmaceuticals without
following the package instructions |
regarding indications and method of ‘
adomunistration. The interir cule does
not affect the exempton ia 19 CFR part
20 for the intentwonal expususe of
patients to radiation for the purpose of
medicai diagnosis and iherapy.

Although the ride tiay cause some
patier s 1o be exposec tc higher or
lower \eve's of radiation than otherwise
txpected. those exposures would be
given 'o cblain medical results not
othersiise attaimable or 1o reduce other
nsks to the patient. [t should be noted
that curren! requirements do not limit
the radiation dose prescribed by the
authorized user physictan for either
disgnosis or therapy. The amendmenis
would not relieve licensees from
meeting the requirements in 10 CFR
parts 20 and 35 that restrict radiation
exposure to medical care personne! in
he restricted area or 10 the general
public in the unrestricted area or
radioactive effluent releases |t (s
expected that there would be no
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significunt chunge. either incroase or
decrease. in radialion exposure to the
pulilic of to the environment beyond the
exposures currenily resulting {from
di-liver the dose to the patient.

The Environmentsl Assessment and
Finding of No Significant Impact is
uvailable for inspection &! the NRC
Pubilic Document Room 8t 2120 L Sire!
NW. (Lower Level). Washington, DC.
Siugle cupies of the Assessmoent are
availuble from Dr. Tse (sec ADORESSES
h\.‘ui.hﬂ&’

Yapenvork Reduclion Aut Stutenment

This final rule amends information
collection requirements that are subjec!
to the Paperwork Reduction Act of 1440
(44 US.C 3501 ot seg.) Those
requirements were gpproved by the
Office of Management and Budget
unpproval numbers 3150-0010 and 3150~
oy

Public reporting burden for this
collection of information 1s estimated to
wverage .05 hour per response, including
the time for reviewing instructions
searching existing duta sources
gathering und mamntaining the duta
necded. and completing and reviewing
the collection of information. Send
comments regarding this burden
estimate or any other aspec! of this
collection of information, including
suggestions for redi.cing this burden. tu
the Information and Records
Munagement Branch (MNBDB-7714). U S
Nuclear Regulatory Commission
Washingion, DC 20855: and 10 the Desh
Officer, Office of Information an¢
Regulatory Affairs, NEOB-3018 {5 -~
0017 and 1150-0010), Office of
Management and Budget. Washington
DC 20503

Reguletory Anglysis

The Commission has prepared a
regulatory analysio for these
amendments The analysis examines the
benefits and impacts considered by th
NRC The regulatory analysis s
available for inspection at thie NRC
I'ublic Document Room at 2127 L Stree!
NV (Lower Level), Waslington, DC,
Single copies are available from Dr. Tee
[sec ADDRESSES heoding)

The Commission requests public
comments on the regulatory analysis
Comments are welcome al any time
during the three.year period that the
interim final rule is in effect Commen's
on the analvsis may be submitted to the
NRC as indicated under the ADDRESSES
heading

Backfit Anciysts

The NRC has determined thul the
Lisekfit rule. 10 CFR 50108 does not
v 1o those amendments because

stor / Vol 55 No. 164 / Thursda
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they do not involve eny provisions that
would impose backfis as defined in 10
CFR 50109(a)(1)

Lust of Subjects
10 CFR Part 30

Byproduct materisl Criminal penaity
Guvernment contracts.
Intergovernmental relations. Isolopes
Nuclear materials. Radiation protection
Reporting and recordkeeping
requirements

10 CFR Part 35

Byproduct material. Criminal penulty
Drugs, Health facilities. Health
professions, Incorporation by reference
Medical devices. Nuclear muterials
Occupelional safety and nealth.
Rudiation protection. Reporting and
reco-dkeeping requirements

Fur the reasons sel out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended
the Energy Reorganization Act of 1974
as amended. and 5 US.C. §52 and 853
1:¢ NRC 1s adopting the following
amendments to 10 CFR parts 30 and 35

PARY 30--RULES OF GENERAL
APPLICABILTY TO DOMESTIC
LICENSING OF BYPRODUCT
MATERIAL

1. The authority citation for part 30 is
revised to read as {ollows

Authornity: Sces 81, B2 181, 182, 183, 1& &
Sial 9735 S48 933, 954, 055, as amended.
274 89 Stul 444 as amended (42 US.C 211!
2112 2201. 2232. 2233, 2236. 2282): scee. 20
a+ amended 202 206. 88 Siat. 1242 &
amended. 1244, 1246 (42 U.S.C 5A41, 5842
5846

Section 30.7 ulso issued under ub. L 85
601, sec. 10, 02 Sial. 2951 (42 U S C. 5851
Section 30.04(V) also issued under sec. 164 '
Siat 954 as anended (42 US.C 224
Section 3 €1 also issued under sec. 187, O
Stat 958 (42 US.C 2237)

Fot the purpos~s of sec. 223 88 Stat 958 s
amended (42 US.C 2273): §§ 30.3. 30.4(1)
[c). (). (g). and (1). 30.41(a) and (c}. and 30.5)
are issued under sec. 1610 88 Stul S48 as
amended (42 US.C 2201(b)). and §§ M6
308 30 54(g) .36, 30.51. 3052 20.55. andd
30 5Giu) and (c) are isaucd under sec. 1610 64
Sial 830, us amended (42 U.S.C 2201{0))

2. In § 30.34, paragraph (1) 1s added 10
read as follows:

§30.34 Terms and conditions of licenses
. . . . .

(1)(1) From August 23, 1960, to Augus!
291993 each licensec eluting generaturs
und processing radioactive material
with diagnostic reagent hits for which
the Food and Drug Administeation
(TDA) hus approved a "“New Drug
Apptication” (NDA) may depart from
the manufacturer's elution and

preparation instructions (for
rodiopharmaceuticals authorized for use
pursuunt to § 35.200) provided that:

(1) The licensee hus 8 writlen directive
made by an authorized user physician
that directs a epecific depariure for a
particular patient. or patients, or for a
radiopharmaceutical, and which
includes the specific nature of the
depurtwe, & precise description of the
departure, and a briel slatement of the
rcasons why the departure from the
manufacturer's instructions for
preparing the radiopharmaceutics)
would obtain medicul results nut
othcrwise attamable or would reduce
medical risks 10 particular patients
because of their medical condition. The
licensee shall keep the writien direclive
and record of the number of
prescriptions diepensed under the
departure in an auditable form and
available for inspecuon for 5 yeurs; or

{11) An authonzed user physician
de'crmines. in accordance with
§ 35 200{¢). that a delay in preparing the
radiopharmaceut:cal in order o moke 8
writien directive would jeopardize the
patient's beaith because of the cmergent
nuture of the patient's medical
condiiion In this case. the licensee shall
gbtain the written directive made Ly the
authorized user physician which
countains the notation regarding the
emergency and all the information
specified in paragraph (i)(1)(1) of this
section within 3 working days after the
prescribed departure The licensee shall
keep these records in an auditable form
and available for inspection for § years.

(2) The actions suthorized in
paragraph (i)(1) of this section are
permitted notwithstanding more
restrictive language in license conditions
unless those license conditicns
specifically reference § 30 3401}

(3) Nothing in this section relieves the
licensee from complying with othier
upplicable NRC. FDA. and other Federal
or State regulations governing the '
elution of generators and preparation of
reagent kits.

PART 35-—MEDICAL UST OF
BYPRODUCT MATERIAL

3. The authorily citation for part 35 is
revised to read as follows:

Autbority: Secs 81 101 182 183 68 Sia!
W15 W46 950, 854 as amendeo (2 USC 211
2401, 2233, 2230} sec. 201, 88 Slul. 1242, we
wmended (42 US.C 5841}

For the purposes of sec. 223 68 Sial 858 us
amended (42 USC 2277). §§35.11.35.13,
35.20 (a) and {h). 35.21 (a) and (b). 35.22. 33.27
45,25 3527 (a) lc) and (d). 3.7 (A). 35.49.

2% 80 [ni={d). 3851 (ad-{~). 35,83 (a}<(h) 3554
{ubelt | (o)1 () and (b}, 3580 3% 01 3570
Tabe 7] 35,75 3580 {a)-le] 2590 35.92n)
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35.120. 35.200 (b) end (c). 38.204 () and (b]
35205 35.220 35.300. 35.310(a) 35318 33320
35400, 35404(a). 35 406 (o) and (c). 354108
35415 35420 35 500 35.520. 35 805 3% 608
35610 (a) and (b). 35,615, 38,620 35830 (a)
wnd (D] 35632 (al=(1). 35634 (a)=(e) 35636 (&)
and [h] 35641 (a) and (b). 35643 (a) and |5
353645 («) atid (D). 35.000. 38.910. 35 620
35830 35932 35034 35940 35 041, 358 930
35960 15961 35870 and 35971 are isayed
under sac 181b 68 Stat N8 as amended (42
US.C 2201/b)} and §423504 33210
3%.22(b). 35.25(L). 3527 (a) andiz). 35.29(h)
35.33 (a}=ie). 35.38(b). 38 501e). 35 81/¢d)

33 83(c). 35.59 (d) and (e){2). 3539 (g) and (1)
35.70{g) 35.80(M), 35.82(b). 35.200/¢c) 35204 =]
33.30010). 35.310(b . 3531511, 35 404 b ). 35400
(b} and (d). 35.410(b). 38 418(5). 35 810i¢)

35 6151d)(4). 35.630(¢) IS.632(g) 35834 1
5638/c). 35 641(c) 386400 ). 35843 and

35 647(c) are issued under aec 1810 68 8!t
950. as amended (42 US C 2201101

4.In §35.8 paragraph (b) is revised to
read as follows

§35.80 Intormation collection
requiremants. OMB approval.

{b) The approved infurmaticn
collection requirements contained in this
part eppear in §§ 3512, 3513 33.14
35.21, 35.22, 35.23, 35.27, 35.29, 35.31.
35.33, 35.50, 35.51. 35.53 35.59 3580
35.61, 35.70, 35.80. 35.82. 35.200. 35 204
35.205. 35.300. 35.310. 35.315. 35 404
35400, 35410, 35415 35608 35610
35.615, 35.630, 35.632. 35 634 3% 636
35641, 35643, 35645, and 35647

5. In §35.200, paragraph (] is added to
read as follows

§35.200 Use of radiopharmaceuticais,
generalors, and reagent kits for imaging
and localization sturies.

. . . . .

{cil1) From August 23 1990, to August
2J.189J, 8 licensee may depart from *he
manulacturer's instructions for eluting

enerators and preparing reagert kits
or which FDA has approved an NDA
provided that the licensee has 8 writirn
directive made by an authorized user
physician that directs a specific
departure for @ particular patient. or
patients, or for a rediopharmaceutical,
and which includes the specific nature
of the departure, & precise description of
the departure. and a brief statemen: of
the reasont why the departure from the
manulacturer's instructions for
preparing the radiopharmaceutical
would obtain medical results not
otherwise attainable or would reduce
medical nsks 1o particular patients
because of their medical condition If the
authorized user physician determinos
that @ delay in preparing the
tadiopharmaceutical in order to make a
written directive would jeopard ze (e
patient's health because of 1hy

emergency nature of the patient's
medical condition, the
radiopharmaceutical may be prepared
withou! first making a written directive
The authorized user phvsician shall
make no'ation of this determination in
the writien directive within 3 working
days after the prescribed departure

(2) The licensee shall keep the written
directive and a record of the number of
patient administrations under the
departure in an auditable form and
available for inspection for a peniod of &
years

(3) Nothing in this section relieves the
licensee from complying with other
appicable NRC FDA. and other Federa!
or State regulations governing the
elution of generators and preparation of
reagent kits

6 In § 35300 the existing tex! is
tesignated as paragraph (a) and a new
faragza:n [b) is added to read as
ollows

§35300 Use of radiopharmaceuticals for
therapy.

(b)(1) From August 23. 1980. to Augus!
£3.1895. a licensee may depart from the
package inser( ipstructions regarding
indications or melhod of administration
for & radiopharmaceitica! for which
FUA has epproved an NDA. provide
tha! the authorized user physician
mekes a record of the departure whic!
inciudes the apecific nature of the
departure and @ brief siatement of the

reasons why the departure would obian

dindical results not otherwise attainab e
or would reduce medical risks to
particular patients because of their
medical condition. Licensees are not
authorized to depart from the
manufacturer's instructions for eluting @
generator or preparing any kit for a
radiopharmaceutical for therapy

(2) The licensee shall obtain this
record within 3 working days of the
admirustralion and keep this record and
a record of the number of patient
adminisirations under the departure in
un auditable form and available for
inspection for § years

(3) Nething in this section relieves the
licensee from complying with othe*
applicable NRC. FDA (including
requirements governing the submission
of an IND), and other Federal or State
regulations goveri.ing the use of
radiopharmaceuticals for therapy

Dated at Rockville. Maryland. this 17th duy
of August 1890

For the Muclear Regulatory Commission
Samuel |. Chilk
Secretcry of the Commission
FR Doc 90=10001 Filed B-22-80 84% an
BILLUNG COOE 79900 1.8
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Mominaons for Vurtsg el

B EREOTY AAY BFCIRIAA YO,
Dbjectives. NRC s 1o axpand
its undaerstanding of ‘e tod
commuaity by ares’  ~ prograc for
Visiting Fellowe. Th  _jectives of this
program &re to lmprove NRC's
knowiadgs of the me<dical community: to
keep abreast of naw technology and
developmaents in the diagnostic snd
therapeutic usce of isotopes: 10 develop
an awareness of the socio-economic
factors governing health care: 10 develop
and susizin @ bass af experienced
individual lamilar with the regulatory
regulatory . ﬂN:-S:b
process o
madical use regulations that mivimally

sabbatical pursuita. Other specialists on
sabbatical or those who wish to engage
in post-doctroal research will alse be
considered. Individuals participating in
the Visiting Fellows Program (VFP)
would join NRC. for approximatsly one
year, to undertake actvities consistant
with the intarests and needs of NRC and
with the individual s training and
experiance: and that will result in &
clearly defined assigrement useful o
NRC's medical regulatory program.

The number of appointments made
will depend on the range of akills
smbodied in the nominations. (ndividual
interests and the needs of NRC

In addition 1o a specific assignment or
research project, it 19 anticipated that
the Fallow would attend meetings of
NRC'3 Advisory Committes on the
Medical Use of lsotopes (ACMUT):
Federal State, and local agencies:
professional organizations: and groups,
to participate in discussions on {ssues
related to medical affairs and radiation
medicine. The selectee may also

participate in public and
seminars sponsored by NRC for
information and
issoes, of mutual Laterest, that will
benefit the reguiation of medical
practica. A collatersl NRC goal (s 10
creats & cadre of Individuel with
knowledge and experience in the
regulation of the medical use of
isotopes: therefors, It |e likely that
former Fellows may be asked to
particpate. from time to time, in NRC-
sponsored meetngs and seminars after
thelr appointments end. to provide
advice and consuitation about the
regulated program.

Therefors. NRC is primarty soliciting
nominations of physicians involved with
the medical use of radiolsotopes. but
will be pleased (o receive nominations
of other radiation health professionals
and medical radiaton specialiats o
serve o the VFP.

Appointment Method. Appointments
will be made by means of
Intergovernmanial Personinel Act
assignment, reimbursable detail or
professional term appointment,
depending on the selsctes s situation

Term of Appointment. The term of
appointment will be approximately one
year. Appointments may be lengthened,
depending on the depth and scope of the
Fellow s project. toc approximately two
years.

Compensation. Visiting Fellows will
receIve COmpensation commensurate
with their experience, saiary history and
federal pay guidelines while serving
their sppolntment. Visiting Fellows will
be reimbursed for official travel and
relocation expenses.

Duty Location and Trevel. Visiting
Fellows may be assigned to any Office
in NRC, including Office of the
Commissioners, consistent with the
interests and needs of NRC and the
(ndividual's traiaing and experience.
The duty location is at NRC
Headquarters, One 'White Flint North,
11535 Rockville Pike. Rockvilla,
Maryland 20882 It {s anticipated that
there will be some trave associsted with
this position.

Eligibility Requirements. NRC |s an
equal opportunity employer. Mominees
must be US citizens. Nomives must also
satisfy applicable NRC security, conflict
of interest. and drug-free work place
standards. Eligibility is open to
physicians specializing in Nuzlear
Medicine or Radiation Oncology,
Diagnoatic Radiological Physiciats,
Therapeutic Radiological Physiciats and
Radiopharmacists. Other nominees, will

aleo be considered > 2aed on the needs
of NRC and the individual's interests.

How o Neminc e Candidates may be
nominated by professional groups.
medical societiss, povernment agencir
or may be sell-nominsted Nominations
must provide the nomines's current
address and telephone number and
includs & resume describing the
educationsl and professional
qualifications of the nominee. A briel
siatement of the (ndividual's
professional objectives should also be

i !\lM

Whare o Submit N minations.
Submit nominations to: Secretary of the
Commission. g'gN thz. Fellows
Managemant Officer, US. Nuclear
Regulatory Commission, Washington,
DC 20888

Dats Nominations Are Due
Nominations are due to the Secretary of
the Comzission by Aug st 31, 1980
James H. Myers, Medical. Academic,
and Commercial Uce Salety Braach,
Mall, Stop: 8H3. US Nuclear Regulatory
Commission. Washington, DC 20833,
telephone (301) 4920637

Dated Al Rockville, Maryland, thus J1st day
of May, 1N0.

For the Nuclear Regulatory Commissscn
lohs K Glenn,
Chied Medical Acodemic. and Commercia/
Use Safety Branch. Divis.on of Industrnal and
Medical Nuciear Safety NMSS
[FR Doc 9013271 Plisd 8-8-80 &45 an)
S0LN0 CODE THRN-01-4
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The Commissioners

Nominees might be on sabbitical or interested in conducting
graduate, post-graduate, or post-doctura) research, or job
related work consistent with the needs and interests of the
NRC.

A collateral NRC goa' 1s to create a cadre of individuals

with knowledge and exrerience in the regulation of the

medical use of isotopes. As a result, the NRC wij) Tikely ask
former Fellows to participate, from time to time, in meetings
and seminars to provide advice and consultation about the
regulated program, the MVi'F or related areas of interest.

The staff will incorporate i.nguage into each individual's
MVFP agreement indicating that the Fellow should be willing to
meet and confer with the NRC and other Fe'lows in future
meetings and seminars at the request of the Commission.

Individuals participating in the MVFP would join the NRC for
approximately one year, to undertake activities consistent
with the interests and needs of the NRC and the individuai's
professional experience. Appointments may be lengthened
upen mutual agreemant by the NRC and the Fellow.

The key elements associated with agministration of the MVEP
have been designed tc ensure that the program is meaningful for
both the Fellows and the Commission. The following paragraphs
describe the process that the staff wil)l follow to implement
and administer the program:

Procedures for receipt of nomination packets

The NMSS Project Manager will receive and 0g the nomination
packets. The Project Manager will review each packet for
completeness and forward a letter acknowledging receipt of

the packet to the appiicant in a timely manner.

Evaluation panel

The NMSS Office Director will establish an evaluation pane

and appoint its members. The panel wil) consist of three to
five individuals from higher-level NRC management representing
several agency Offices, and the Project Manager. The NMSS
0ffice Director will chair the panel. As an eariy and integral
part of the panel's evaluation, the Office of the Genera)
Counsel will be consulted and will provide advice on all
prospective candidates with regard to conflict of interest
1ssues.

Review of nomination packets by the panel

Within 30 days of the close of the nomination pericd described
'n the ANotice, the evaluation panel will complete a review of
each applicant, primarily on the basis of the packet submitted.
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The Commissioners

Actions Taken:

Commencement cf term of appointment

The Project Manager will continue to participate by ensuring
that the Office of Personnel and the host Office complete
placement of each Fellow, handling the responsibility for
all daily administrative matters, and identifying a host
Office staff member to surdinate the work project and
product, if appropria...

%91icit$tion of additional candidates

he staff will periodically publish Federal Register Notices
announcing a call for nominations for the MVFP. The timing of
these Notices will be determined by the timing ¢f the end

date of each Fellow, the number of Fellows curreniiy
participating in the MVFP, the needs of the Commission at that
time, and the availability of qualified applicants.

The Federal Register Notice published on June 7 1990,
announcing a call for nominations of Fellows, described a
number of program items designed to initiate im.lementation

of the MVFP, These items include the following: Objectives
of MVEP, Appointment Method, Term of Appointment, Jompensation,
Duty Location and Travel, Eligibility Requirements, How te
Nominate, Where to Submit Nominations, and Date Nominations
Are Due. The call for nominations closes August 31, 1990,

in addition to publication of the Federal Register Notice

on June 7, 1990, copies of the Notice have been distributed
to all medical use program licensees. Copies have also been
given to the Office of State Programs for distribution to
Agreement States and Agreement State licensees. To ensure
wide distribution, the staff sent copies to approximately

200 organizations and individuals who may have an interest in
the MVFP, and placed copies in professional journals such as
Scanner, published by the American College of Nuclear Physicians
and Newsline, published by the Suciety of Nuclear Medicine.
Copies of the Notice were also made available at the Society
of Nuclear Medicine's 37th Annual Meeting, June 19 to 22,
1990, held in washington, D.C.

As a result of this Federal Register Notice, the receipt of
nomination packets has commenced. Consequently, the program

1s underway with the staff focus primarily on administration

of the MVFP. However, at present, the staff has no indication
of the kind or number of nominations it will receive.
Therefore, the number of candidates selected will depend on the
range of disciplines involved, and the types of activities that
can be assigned.




The Commissioners

Coordination:

Enclosures:
1. FRN

This paper has been coordinated with the Office of the
General Counsel, and that office has no legal objection.

/

Jgmes M, Tayfor
xectutive Director
for Operations

2. Key Milestones of program mgmt.
3. Responses to comments from the OCM
containe:s in a memo of 10/20/89.
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Nomdnations o Yisitng Febouws
Program

AGEnCT: Nuclear Regulatory
Coamission.
acTioee Call for nomunations.

susmany: The Nuclewr Regulatory
Commisaion (NRC) s inviting
nominations of physicians, heving
expert qualifications in the medioal
specialty fields of Nuclear Medicioes or
Radiatic » Oocology. to epply as Visiting
Fellows. Others having expert
qualifications in related fields such as
Diagnositic Physics.
Therepeutic Radiological Physics e
Radiopuarmancy are also invited to
apply.

BUPBLIMENT AR DIROMRNA TION

Objectives. NRC Lo see 10 axpand
its understanding of the led
community by creating o program for
Visiting Fellows. Th» objectives of this
program are to improve NRC's
knowledge of the madice! community: to
keep abreas! of new technology and
developments io the diagnostic and
therapeutic uses of isotopes; W develop
an swareness of the socio-econamic
factors governing health care: to develop
and sustain @ base of experienced
individual {amilar with the requatory
environment to improve NRC's
regulstory process and o develop
madical wse regu'ations tat mirdmally
(ntrede imto medica! peactice. The
program is open to physicians (nterested
in seeking an sppointmen’ for individual
sabbatical pursuits. Other specialisw on
sabbatical or those who wish 10 engage
in post-doctroul research, will also be
considered. Individuals ps tcipating in
the Visiting Fellows Prog.am (VFP)
would join NRC. for apr coxumately one
year o unclertake actvities consistent
wilh the interests and needs of NRC aad
with the individual's training and
experience: and that will resuli in 9
clearly defined sssignment useful to
NRC's medical regulatory program.

The number of sppointments made
will depend on the range of skilla
embodiad in the nominations. lndividual
interests and ths needs of NRC

In addition t, a specific assigument or
resenrch project. it 19 anticipeied that
tha Feliow would attend meetings of
NRC's Advisory Committee on the
Medical Use of [sotopes (ACMUT):
Pederal. State. and local agencies:
professional organizations: and groups,
to participate in discussions on issues
related to medical affairs and radiation
medicine. The selectes may also

participate in public meetings and
seminars sponsored by NRC for
exchanging information and discussing
issues, of mutual interest, that will
benefit the regulation of medical
practice. A collateral NRC s to
create a cadre of Individual with
knowiedge end experience o the
regulaiion of the medical use of
isotopes: therefore, it is likely that
former Pellows may be asked to
particpate. from time to time. In NRC.
spotisored meelings and seminars after
their appointments end. to provide
advice and consultation about the
regulsted program.

Therefore. NRC is prumanly soliciting
nominatons of physicians involved wath
the medical use of radicwotopes. but
will be pleased 1o receive pominations
of other raciation health professionals
and medical radiation specialists 10
serve n the \'FP

Appo:niment Method. Appointments
will be made by means of
Intergovernmental Personnal Act
assignment, reimbursable detail or
professional lerm appowntment,
depending on the selectee » situation

Term of Appoiniment The term of
appointment will be approximately one
year Appointments may be lengthened,
depending on the depth and scope of the
Fallow s project. to approximately two
year

Compensation. Visiting ¥ellows will
rece;ve compensation commenasuraie
with their experience. salery history and
federe! psy guideiines while serving
thelr appointment. Visiting Fellows will
bg reimburved for official trevel and
relocation expenses.

Duty wocation and Trovel. Visiting
Fellows msy be assigned o any Office
in NRC, including Office of the
Commissioners, consisten! with the
interess and needs of NRC and the
individual's trauning and expenence.
The duty locetion (s at NRC
Heudquarters, One White Flint Noeth,
11535 Rockville Pike. Rockville,
Maryland 20882 It (s anticipsted tha!
there will be some trave asaociated with
this position

Sligibility Requirements. NRC s an
equal opporiunity empioyer. Mominees
muat be 1.8 citizens. Nomiees must also
satisfy applicabie NRC security, conflct
of interest und drug-free work place
standards. Eligibility s open 10
physicaans specializing in Nuclear
Medicine or Radiaton Oncology,
Diagnostic Radiological Physicists,
Therapeutic Radiologcal Physicists and
Radiophammacists. Other nominees. will

also be considered based on the needs
of NRC and the individual's interests.

How o Nominats. Candidaies may be
nominated by professional groups.
medical societies. governmen! agencies,
ot may be sell-nominated Nominetions
must provide the nomines's current
sddress and (elephone number and
include & resume describing the
educstiona! and professional
qualifications of the nominee. A brief
statemaent of the individua!'s
professional objectives should also be
included.

Where to Submit Noeinations.
Submit nominalons to: Secretary of the
Commission. ATTN: Visiting Fellows
Management Officer. US. Nuclear
Regulatory Commission, Washington,
DC 20888

Date Nominationa Are Due
Nominations sre due to the Secretary of
the Commission by August 31, 1990.

FOR PUSTTMER IE ORMA TION, CONTACT
James F. Myers, Medical. Academic.
and Commercial Use Safety Branch
Mall Stop: 8H3, U.S. Nuclear Regulstory
Commission. Washington, DC 20585,
telephone (301) 492-0837.

Dated Al Rockville, Maryland, thus 21s! day
of May, 1990

For tha Nuciear Regulaiory Commission.
joan E Glean.

Chief Medical. Academic. and Commereial
Use Sofety Brancl. Division of Industrval and
Medica/ Nuciear Sefety NMSS.

[FR Doc. 9013271 Plied 8-8-80 43 am)
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KEY MILESTONES OF MEDICAL VISITING FELLOWS PROGRAM (MVFP) AND

RESPONSISLE OFFICE

Objective

Draft Federa) Register Notice
and submit to

Federa’ Register Notice approved

Federal Register Notice published

MVFP Commission Paper due NMSS
MVFP Commission Paper due EDO
MVFP Appointment Panel Identified
Nominations Close

Nomination Assessment Beginc

Interviews with selectee(s) and
initial negotiatiuns

Nomination Assessment Closes

Panel recommendations forwarded to
EDO for approval

Notification of selectee

Selectee acceptance, project definition,

final negotiation ana clearance
processing

Fellow on Board

ffice

NMSS

EDO

Fed. Reg.

NMSS
NMSS
NMSS5/0P
NMSS
NMSS “OF

NMSS/0P

NMSS/0P
€00

NMSS/EDO
NMSS/0P

op

Completion Date*
May 1, 1990

May 30, 1990

June 7, 1990
July 19, 1990
July 26, 1990
Rugust 15, 1990
Aagust 31, 1990
furgber 3, 1990
Qcte’ -~ 31, 1990

November 15, 1990
November 30, 1990

December 31, 1990
January 31, 1991

To Be Determined

* Note: Al] dates are representative and may change due to programmatic needs.
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Staff Workshops and Participation in Outside Meetings
1989
OCTOBEK

Headquarters, Presentation on Medical Licensing and Inspection, American
College of Cardiology, Bethesda, Maryland
Headguarters, Army Industrial Mygiene Annual Meeting, Aberdeen, Maryland
Region 1, Workshop, "Medical Initiatives," Rockport, Maine
Region 111, Presentation at Annual Agreement State Meeting, Kansas
Lity, Missou 1
Region 111, Presentation at Evanston-Glenbrook Hospital, Chicago, 111inois

COVEMEBER

NMSS and GPA, Joint Special Topics Workshop, Downer's Grove, 11linois

Region 1, Presentation to Technologist Section, Mid-Eastern Chapter,
Society of Nuclear Medicine, Philadelphia, Pennsylvania

Region 111, Presentation at NRC Agreement States Sponsored Course,
Emmitsburg, Maryland

Region V, Meeting with Hawaii Department of Mealth Officials on Quality
Assurance, Honoluly, Hawaii

Region V, Workshop, Oakland, Califorria

Region V, Presentation at ASNT, Dubiin, California

DECEMBER

Headguarters, Presentation to Mid-Atlantic Chapter, American Assutiation
of Physicists in Medicine, Annapolis, Maryland
Region 11, wWorkshop, Richmond, Virginia

1990
FEBRUARY

Region 111, Presentation to Healt! Physics students from wayne State
University, Detroit, Michigan
Region 111, Preseniation to Harper Grace Hospital, Detroit, Michigan

MARCH

Region V, Presentation at Letterman Army Medical Center, San Francisco,
California

Headquarters, Presentation to Nuclear Medicine Technologiste at
Northport VAMC, Northport, New York

Headguarters, Presentation to American Association of Physicists in
Medicine, Houston, Texas

Enciosure &
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APRIL

Headquarters and RII1, Presentation at IAEA Training Course, Argonne
National Laboratory, Il1linois

MAY
Region 111, Presentation at Michae! Reese Mospital, Cuicago, I1'1inois
JUNE
Region 111, Medica) Workshop, Downers Grove, 111inois
Region V, Presentation at Hawaiian Chapter of Society of Nuclear
Medicine Technologists, Honolulu, Hawaii
Region V, Workshop, Honolulu, Mawaii
Region 111, Presentation on "Impact of Part 35" at Health Physics
Annual Meeting, Anaheim, California
Heaiquarters, Presentation at Society of Nuclear Medicine Annual
Meeting, washington, OC
Headquarters, Preczntaticon to American Assoniation of Medical
Dosimetrists. Denver kK Colorado
JULY
Region 111, Presentation at Argonne National Laberatory on "Uses of
Radioactive Material," I1lincis
AUGUST
NMSS and GPA, Joint Seminar, Arlington, Texas
SEPTEMBER

Region 111, Presentation at Great Lakes Chapter of Healtn Physics
Society, Royal Oak, Michigan

Headquarters, Regions Il and 1V, Presentations at V.A. Workshop for V. A
Radiation Safety Officers, Little Rock, Arkansas
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