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PROCEEDINGS
MR. BEILMAN: Let'’s bring the session to order. I

am Howard Bellman, the convenor appointed by the Nuclear
Regulatory Commission, pursuant to the requirements of
Section 19 of the Pvice~Anderson Amendments Act of 1988.
And this is the first session of the negotiated r.lemaking
procedures specified in the Federal Register of October 14,
1988,

I want to make som® preliminary re~arks about my
intentions respecting procedure, although a great deal is
already indicated in that Federal register announcement, but
before doing so, I would like to ask everyone here who
intends to participate to state an appearance for the
record. And we have also passed around, I believe, a
sign-in document that will reflect everyone who is present
here, «~hether they intend to participate or not. So,
perhaps .f we can just go around the table.

MR. TREBY: My name is Stuart A. Trvby. ! have
been designated by the Commission to be Lhe negotiator for
the NRC Staff in this proceeding. My title doing my usual
work at the Commission is Assistant General Counsel for
Rulemaking and Fuel Cycle. In that capacity, ! am the head
of the division that is resronsible for all of the
rulemaking for the Commission.

With me, for the Nuclear Regulatory Commission is
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Chip Cameron, who is also from the Office of General

Counsel, Ira Dinitz who is from the Office of Nuclear
Reactos Regulation, John Telford, who is from the Offize of
Research, Norman McElroy who is from our Office of NMSS and
Eric Jakel who is also with the Office of General Counsel.
The people I have just indicated constitute an internal team
that is going to be invelved in this negotiation.

MR. BELLMAN: Thank you.

MR, KEMMEL: My name is Williar. Kemmel. I am
Genera’ Counsel for Syncor International Corporation., We
operate a system of nuclear phrrmacies and we are a member
of the National Assoc’ation of Nuclear Pharmacies.

MR, LORMAN: My name is Alvin J. Lorman. I'm with
the law firm of Baker and Hostetler and we represent the
National Association of Nuclear Pharmacies.

MR, LELLMAN: Do I understand, Mr. Lorman, that
you will be the chief spokesperson for the Pharma ie ?

MR. LORMAN: That is correct. Well, fo. .ne
pharmacies which are members of the national association,
yes.

MR, BELLMAN: Thank you,

MR. TREBY: Could you clarify who those are?

MR. LORMAN: The National Association of Nuclear
Pharmacies represents approximately 80 of the 125 nuclear

pharmacies in the United States which are operated for
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profit.

MR. ROSS: I am Robert J. Ross of the law firm of
Ross & Smith and I represent Hoffman-LaRoche, duPont and
Mallinckrodt. With me is Roy Brown, with Mallinckrodt,
Linda MclLean with Hoffman-LaRoche, Fobh Harney with
Hoffman-LaRoche and Gaston deBaron wit!, Hoffmar-lLaRoche.

MR. BELLMAN: Thank you. Apparently there are no
other appearances.

After the following, I will take any gquestions
that my remarks may generate. As I am sure at least somc of
you know, the procedures specified and required by the
Price-Anderson Amendments is not a typical negotiated
rulemaking as contumplated by the Administrative Conference
of the United States guidance documents that are actually
cited in the amendments.

The Commission’'s Federal Register notice makes
some reference to most of those discrepancies. And if you
would like, we can discuss further how the remainder of this
procedure will attempt to resolve those discrepancies
further. It has seemed to me that a discourse on that point
now might be gratuitous, but ! want to make it clear that in
the future, including this morning, if any of you want to
discuss what | would refer to as reconciling the amendme.:ts
to the Administrative Conference of the United States

Guidelines, I'm happy to do that with you.

Heritage Reporting Corporation
(202) 628-4888




*—-—-———-————'

D

~3 O W o W

10
i1
12
13
14
15
1€
17
18
19

2
-

21

-
-

2]
24

6
Ferhaps the most difficult aspect of applying

those guideline” to this martter has been the absence of any
determination in advance of the number of participants.
Under normal circumstances, the convener would survey the
field of possible participants, make some judgments
respecting which ones were required for our proper
nogotiations and recommend that they be invited or maybe

even recommend that there are too many to conduct faasible

negotiations or at least recommend how long the negotiaticns

ought to take in order to allow for proper participation by
the proper number of participants.

In this case, the amendments required the
procedurs ecliosing any question of feasibility and
specified a time table making such a survey impracticable.

On that basis, the Commission, after consulting with me and

receiving my recommendations, simply invited all persons and

entities belonging to a list of some !5 categories of
interests potentially affected by this proceeding through
its Federal Register notice and I believe reinforced that
procedure by i1ssuing some more specific invitations. And
perhaps Mr. Treby will speek to that later.

In settling on that process, we contemplated the
possibility of a very large number of requests to

participate and on that worst case “cenario basis selected

many of the remaining specifications in the Federal Fegister
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notice. For example, in order to insure that participation
would be granted only to parties who were willing and able
to participate substantially, the notice required that those
who wished to participate file a notice of intent
accompanied by a position statemert spscifying and
addressing a number of material issues. In effecr, a
preliminary briei was required,

Also, the notice indicates that persons with
similar interests are encouraged to consolidate and granted
the convener the authority to require consolidation of
participants.

And, finally, .n this respect, the notice
indicated that where a person did not wish to participate
fully as a negotiating party, so to speak, or where the
convener found that a regquest to so participate was
insufficient, such persons would partivipate as members of
the public. And I should say that it is my present
intention to provide a formal cpportunity at every session
of these negotiations for the public to orally address the
negotiators and that any member of the public may submit
written statements for consideration by the negotiators
throughout the proceeding.

This morning, although it certainly would appear
that our fear of too great a number of participants has not

materialized, ! will rule upon the requests that have been
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submitted, some of wiilch are obvious from who ig here and
some of which are not, frankly.

Before doing that, however, I want to say that I
am quite open-minded respecting modifying the procedures in
view of the smaller number of participants and will be glad
to hear everybody'’'s suggestions sbout that. However, for
the time being, I would not consider revising the calendar
in the Federal Register notice. It may take us fewer days
at each session. .'m nut sure, however, 1 want to cancel
whole sessions. At this point, ! would be reluctant to do
that.

On other matters, my current intentions are as
follows., We will devote the first session, the session that
starts today, to complete =xposition of the parties’
positions. In the current session, we will hear from each
party, make sure everyone had received everyone else's
preliminary documents and, if there is time, which seems
very likely, ask one another some clarifying questions.

I had contemplated that the second multi-day
session would allow for questioning of init.al presentations
and the presentation of rebuttal. 1 think that that should
stand, but in view of the smaller numbers, ! would also
consider providing some time during that session for
experts. Clearly, there may be some critical fact issues in

this case. For example, respecting the availability of
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insurance 1r1ch may benefit from such presentations if we

have time. And there may be some other such issues as well.

I do not want this to develop into a
courtroom-like format, however. I would minimize question
and answer processes, except perhaps (n the examination of
other party’'s witnesses. And cven in that case, I would
like to keep it as untricl like as I can appropriately.

I want to dis~uss this with you off the record,
particularly after we have formally speciiied who the
negotiators are. Perhaps as in a pure example of regulatory
negotiations, we can even ajree on some ground rules at the
outse. now that we see how few of us there are.

Speaking of off the record, I should say that I
only intend to have a transcript made during the first two
multi-day sessions so that we have that advantage in
studying one another's statements. The subsequent sessions,
which I've thought of as negotiation sessions, will be
untranscribed. I understand that we all should be able to
obtain transcripts within approximately two days of the
session. ! believe you are able to purchase copies of the
transcript from the reporter. And let me say that if any of
you want to make off-the-record statements, I would
appreciate it if you would address that regquest to me and
not to the reporter

1 also want to address the matter of ex parte
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communication. Given my hybrid role as mediator and sort o)
arbitrator, up tn a point, and the policymaking or
legislative~-like role of this proceeding, I believe that

eXx parte communications are appropriate, just as they always
are petween negotiators and a mediator or between 2
policymaker and an interested party. [ would emphasize very
strongly, however, that to the extent that I have to decide
issues upon which the negotiators can’'t agree, ! will do my
very best to base my decisions on the record that you make
together and not on ex parte communicati2u. So, testimony
and documents wil. be highly valued and assertions that can
be documented, ncluding assertions regarding congressioual
intent, should be documented.

As you know very well, the amendment requires an
answer to the preliminary question: GShould the Commission
enter indemnity agreements with radiopharmaceutical
licensees’

It is my present judgment that in order to make a
more intformed decision and in order to be as consistent with
the normal regulatory negotiatior, format as is practicable,
I should defer my answer to trat threshold guestion until
after our sessions.

I may likewise defer on some, if not all, of the
SCOpe® issues raised, particularly in the preliminary

document ot the Commission.
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It should be clearly understood that this deferral
does not reflect a decision in faver of indemnification or
any particular breadth of inclusion. I would think of it as
tantamount to the conventional arbitration procedure of
deferring decisions on arbitrability eve: where they are
jurisdictional until the entire case has been heard. There
are very similar court methods for accepting jurisdictional
contentions without bifurcating proceedings.

S0, following our first multi-day sessions, we
will move to negotiation sessions where we will attempt to
negotiate a rule even if ore or more participents contends
that there should be no rule.

I should tell you that 1 hope that we will be
negotiating from a single text. That is from a proposed
rule that one or more of you submits.

Lec me ask on the record now if there are any
questions so far about what 1 have said that you would like
to put on the record?

(No response.)

MR, BELLMAN: I am going to go off the record for
some informal discussion about participant status and other
matters. I want you to understand that if you feel as
though something that is being said off the record ought to
be on the record, that we'll 9o back on at your request. It

isn’'t my intention by going on and ff the record to obscure
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representatives of the insurance industry to the extent that
we .wvuld identify different ones, although I don’'t want to
represent that we sent copies to every insurance company in
the country.

Also, sirce many radiopharmaceuticals in other
categories on the list in the Federal Register are licensed
by states under the Agreement State Program between the NRC
and the states, we insured that the representative of each
of the agueement states received a copy of the notice so
that they would be aware of it.

We also attempted to identify potential interested
other lederal agencies and sent them copies of it. And I
guess we were somewhat successful since we do have an
observer from another federal agency here today.

We also issued a press release. So, this is a
summary of the various efforts that the Commission Staff
undertosk to insure the widest possible dissemination of its
Federal Register notice.

MR. BELLMAN: Thanks. I understand that
Mr. Cameron ‘ust had a discussion or a telephone
conversation with American Osteopathic College of Radinlogy
which had filed a letter. Can you report on that?

MR. CAMERON: Yes. | just talked to Pamela Smith
who is the executive director of the American Osteopathic

College of Radiography or Rad,»lcogy, rather. And they were
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mainly concerned with participating because they thought one
of the issues was Joing to be the indemnification of
physicians for malpractice or mis-administrations. I
informed her that that was not one of the issues that would
be on the table unless they wanted to put it on the table.
They are against such indemnification. And she informed me
that they would withdraw their request to participate. And
I committed to informing her if there was any change at all
on that issue that we would get back in touch with them and
ask them to come in and participate. I don't anticipate
that there will be any change, but they are satisfied with
withdrawing their request for participating, although they
may come as an observar.

MR. BELLMAN: Okay, thanks.

I would indicate for the record that while we were
off the record, the parties agreed that there will be an
opportunity for expert tiystimony at the December Sth meeting
and that the advanced text of that *sstimony will be
circulated here in Washington among them on November JOth.
It is also understood that there may be some unanticipatible
rebuttal offered during those sessions, depending on what
the testimony provides, of course.

I would like to say for the record that I will ask
for public inpul, if anyone wishes, at the end of this

Session whenever that turns out to be today. And, finally.
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that we have agreed that we are now going tc go ahead with
oral presentation and that the presentation will be in the
order of manufacturers, pharmacies, and the Commission, and
between the presentati~nj, there may be some questions based
on the presentations. So, that 18 where we ase as of the
moment .

S0, Mr. Ross, if you will?

MR. ROSS: Yes. 1 am Robert Ross and [ represent
the manufacturers of radicisotopes and radiopharmaceuticale,
specifically, Hoffman-LaRoche and its subsidiaries,
Mallinckrodt and ¥.]. duPont et de Nemours And Co., Inc.

We have filed our document in this case and I
think it sets forth our positions on these matter, but let
me run through them briefly.

First off, our interest is as manufacturers, of
course, we would be if a mule were developed directing NRC
to anter into indemnity contracts with radiopharmaceutical
licensees, we would be the prime people who supply those
radiopharmaceuticals and who stand at risk in the case of a
potential law suit for releases from my clients’' plants
which manufacture radiopharmateuticals.

I think in order to male a more complete record,
at this time, ! am going to ask Roy Biown from Mallinckrodt
t2 describe a little bit what it is the manufacturing

process for radioisotopes and radiopharmaceuticals is all
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about.

MR. BROWN: My name is Roy Brown, I am
manager of Regulatory Compliance at Mallinckrodt. The
radiopharmaceutical manutfacturers produce a couple of
differert types of products. First of all, they produce
products that are used for diagnostic imaging. Anad, second
of all, the manufacturers produce therar-tjic products for
treatment of various disorders.

The manufacturers ship these .8 both
directly to hospitals and to nuclear pharmacies. The
medical community uses these radiopharmaceuticals and
medical radiocisotopes both on a national basis and on a
worldwide basis. It has been estimated that in the U.S§,,
alone, there are 100 million nuclear medicine procedures
each year.

The three manufacturers represented in this group
comprise more than %0 percent of the radiopharmaceutical
manufacturing market. Two more manufactures, a total of
five manufactures, represent more than %9 percent of the
mar:et., 5o, this group of manufacturers is well
represented. It reprecents the bulk of the marufacturing.

The manufacturers use both by-product materials
and NARM materials. Several of the facilities have one or
more cyclotrons on g£ite to produce some of these machine

produced or NARM products NARM products meaning, Ne-A-R-M,
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naturally occursing to the accelerated produced raaicactive
materials.

Due to the nature of the radiopharmaceuticals,
many of the radiopharmaceuticals have a very shoit half-
lite, half-lives on the order of several hours. As a result
of this, several of the manuiac:uring facilities are located
in large urban areas. One need here s with the short
half-life materials, you manufacture and ship t'~ material
one day and it has to by elivered *o the hospital for use
the following morning. This necessitates the manufacturing
plants to be located in large urban areas close to meior
sirports. Consequently, many of these pints are located in
high population density areas.

Our manufacturing plants arze highly regulated by
NRC, EPA, FPA, DOT, DE? in some cases. We all have
extensive environ . ..tal protection po’ ‘c‘es. W, all have
large professional staffs to 4o environmental sampling,
environmental protection. The radiopharmaceutical industry
does have a flawless safety record, operating for many, many
year.

In summary, we just feel that the products we
manufacture, the medical radioisotopes and the
radiopharmaceuticals do represent an important nitch in
diagnostic medicine and are used in the medical community,

many liferaving procedures worldwide.
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MR. ROSS: As Mr. Brown has indicated, the risk to
the public health and safety from the operations of these
plants is extremely low. And, in fact, there has been an
exemplary safety record established by the
radiopharmaceutical manufacturing industry. However, that

does not preclude such cases as Bennett v. Mallinckrodt

arising when the public believes that it has been injured.
This, we feel, is an indication of some of the future
problems that we could face and, thereforc, we would favor
development of a rule directing NRC to enter into indemnity
contracts with the radiopharmaceutical licensees and this is
occasioned primarily because we are unable to obtain
insurance in some cases or adequate 'nsurance in others as
reflected by insurance brokers that we have contacted and
gone to.

I would hope by December S5th to have the testimony
detailing that issue particularly in the hands of all the
parties here.

I think there is another issue that we have a
position on, also, and that is that if these indemnification
agreements are entered into, we think they should include
facilities in agreement states. We believe that
congressional intent to that effect is fairly clear. And I
would say that that finishes a brief synopsis of our

position in this case.
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MR. BELLMAN: Are there questione?

MR. TREBY: I have a few, if I may just for the
purposes of the record.

MR. BELLMAN: Sure.

MR. TREBY: I wonder if you could explain to us
what the difference is between a radiopharmaceutical and a
radioisotope or whether there is a difference. I mean you
indicated that you manufactured both of them. And I'm not
gquite sure I understand the difference.

‘.. BROWN: Radioisotopes are various chemical

agents tay~w. vith the radio nuc'ide. For example,

some ¢ - unds uging Cl4 for labeling or tritium.
Those are mostly used in medical research, both in hospital
research and university research. Where
radiopharmaceuticals are products that are licensed by FDA
for use in humans either for diagnostic purposes or for
therapy purposes.

MR. KEMMEL: Don‘t they cross over from time to
time? In other words, something that was researched once
winds up being --

MR. BROWN: Oh, absolutely, In some cases, the
medical research that is being done using medical
radioisotopes eventually will become a radiopharmaceutical

or a radiopharmaceutical product.

MR. TREBY: But is the distinction the fact that a

Heritage Reporting Corporation
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radiopharmaceutical is licensed by the FDA for use in
humans?

MR. BROWN: That's right. That’'s right. That's a
distinction.

MR. TREBY: Also, you had indicated that there
were five major manufacturers who made up approximately 99
percen®. I gucoss of the industry. Could you give us the
rough percentages of what each one of them have? What
percentage of the market just so we know, you know, whether
there is one that is 80 percent or --

MR, BROWN: I can give you some numbers that we
use. It's a difficult market to analyze because some of
these products go directly to hospitals. Some of the
products go to hospitals via nuclear pharmacies, but this is
the breakdown that we use and this represents products going
straight from the manutacturers to the hospital. These are
all estimates. Mallinckrodt represents 40 percent of the RP
market share. duPont 27 percent. Metaphysics or
Hoffman-LaRoche 21 percent. Squibb 9 percent. Amersham 2
percent. And all others 1 percent.

Once again, these are radiopharmaceutical products
going from the manufacturer directly to the hospital or what
the market cornsiders uirect sales.

MR. TREBY: I know that duPont, for instance, is a

very large corporation and all. I quess I don’'t know a
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1 whole lot about lrallircxkrodi. Could you tell us wial
2 businesses Mallinckrort has:?

MR. BROWN: PMallinckrodtr i1s a subsidiary of

4 International Minerals & Chemicals out of Chaicagr
5 Mallinckrodt manufaciures cther chemical produsts, other
6 pharmaceutical grade products end there is a division, a
7 medical products group that manufactures thnse
8 radiopharmaceuticals. The total, to qive you a feel for
9 dollar sales, we're looking at a direct market of somewhere
10 around 225 million per year total market 21.d a direct and
11 non-direct market of around $400 million a year.
12 MR. TREBY: For radiopharmaceuticals?
13 MR. BROWN: For radiopharmac.uticals.
14 MR. TREBY: And radioisotnpes.
15 MR. BROWN: Right.
16 MR. TREBY: In rough figures, what percentage of
17 Mallinckrodt’'s business is radiopharmaceutical?
18 MR. BROWN: Roughly, it's 25 to 30 percent.
19 MR. TREBY: You indicated that the
20 radiopharmaceuticals are manufactured ! guess by two
21 different means. One is to use by-product materials.
22 MR. BROWN: That's right.
23 MR. TREBY: And the second means is this -~ the
24 use of naturally occurring and accelerated ,roduced
F 3 radioactive materiale, “..e so-called NARM materials.
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MR. BROWN: Yes.

MR. TREBY: Do you have some sort of feel for the
breakdown there, too? What percentage are from by-products
and what percentage might be from NARM?

MR. BROWN: In terms of sales figures or curie
throughput --

MR. ROSS: Use and manufacturing facility or sales
or what?

MR. BROWN: We can certainly put some numbers
together. There are several. In our written testimony
there is an example of some by-product material products and
some naturally occurring or accelerated produced materials.
If you would like, we could go back and get a greater detail
on either dollar figure breakdown or curie breakdown.

MR. TREBY: I think that might be helpful.

MR. CAMERON: I guess a critical question there
that we wanted to clarify is whether you were asserting that
the NARM material should be within the scope of the
rulemaking.

MR. BELLMAN: Let me just put that directly. But
before we do that, though, let me go off the record for just
a moment.

‘Discussion was held off the record.)

MR. BELLMAN: Back on the record.

I think there is a potential issue here or there
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is an issue here about the coverage and whether it reaches
these NARM materials and the by-product materials. The
Commission’'s position seems to -- addcesses that pretty
directly in terms of your position on that. But let me just
ask you about yours.

MR. ROSS: I would like to just have a small
conference here, first.

MR. BELLMAN: Sure.

MR. TREBY: Well, let me just say something
because I don’'t want to be indirect or to be viewed as
trying to nét put all my cards on the taple.

One of the issues I think is the question of NARM.
The Commission’'s jurisdiction is from the Atomic Energy Act
and we do have jurisdiction to license by-product materials
and the use of by-product materials. We are not -- we do
not have any jurisdiction over NARM materials. Also, the
Price-Anderson Act provides that we are to indemnify those
things that are under our jurisdiction. And, so, the
gquestion comes up whether or not we would be able to even
indemnify NARM manufactured materials. And that was why I
was trying to get some sort of feel for the difference or
the percentages of by-product materials and NARM materials.

MR. BELLMAN: All right. We'll go off the record
80 you can confer.

(Discussion was held off the record.)

Heritage Reporting Corporation
(202) 628-4888



10
11
12
13
14
15
16

17

MR. BELLMAN: We'll go back on th. record.

MR. ROSS: We believe that even though there may
be a gap in the Atomic Energy Act as far as NAR'Y is
concerned that we are going to try and make a :ase for its
inclusion. We believe that the congressional intent was
this way and, moreover, we feel that we're d:aling here
largely with matters of public perception. The public
probably doesn’t distinguish betwsen NA'A4 products and other
radiopharmacies. And we feel that t'e overall public
perception and public interest, as well as our own status in
our facilities dictates that we will argue that NARM should
be included.

MR. BELLMAN: Do you have any questions?

MR. LORMAN: No, but I'd like to answer -=-

MR. TREBY: I have some more questions.

MR. BELLMAN: 1I'm sorry. 1 asked you out of turn.
Mr. Treby still has some more questions.

MR. TREBY: Right.

MR. BELLMAN: Go ahead.

MR. TREBY: The five major manufacturers that you
listed, do they all hold licenses from the NRC or do they
have licenses from the agreement states? Do you know?

MR. BROWN: Mallinckrodt has NRC license. duPont.

MR. ROSS: Metaphysices

1MS. MCLEAN: We have both NRC and state --
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MR. TREBY: Just a second. We're getting too many
people on the record here.

MR. ROSS: Yes. Metaphysics does hold an NRC and
agreement state licenses. Squibb, NRC licensc. Amersham, !
know holds an agreement state license. I don’'t know whether
they hold an NRC license or not.

MR. TREBY: But it woulu be a fair statement to
say that there is a mixture between NRC andi agreement
states.

MR. ROSS: Absolutely.

MR. TREBY: And even if Mallinckrodt has an NRC
license, it also has an agreement license from one of our
so-called agreement states as well.

MR. BROWN: Not in the manufacturing area, but in
the radiopharmacy area, yes, we do.

MR. TREBY: And I assume that each of these or
that some of these companies have facilities in more than
one location and so that there would be a combination of NRC
or agreement states depending on the location.

MR. BROWN: Possibly, yes.

MR. TREBY: I just have a couple of gquestions I
guess dealing wit! insurance. One of the points that has
been made is that insurance s not available. And just to
clarity what your position is on that, I guess my first

question is, Bob, do you know whether any of your clients
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maintain insurance for this type of risk?

MR. ROSS: It has been my impression and my
understanding after gquite a bit of research into this area
that they all have nuclear exclusions and that chronic
releases are not covered by any of the three of my clients
in their insurance policies.

MR. TREBY: All right. Well, just to clarify,
when you say they have nucl~2ar exclusions, they may have
something called commercial general liability insurance, but
that type of insurance has certain exclusions in it.
Something called broad-i{orm nuclear exclusions.

MR. ROSS: That is my understanding. And
pollution.

MR. TREBY: And those -~ is it your understanding
that those exclusions cover by-product material?

MR. ROSS: Stuart, I'm going to have to -« I want
to get back to you in more detail on that gquestion.

MR. TREBY: Right. No, I understand that.

MR. ROSS: It is not an easy one just to say ves
or no to. So, 1'd like to be able to answer it, but it
isn‘t that simple and I am going to have to go back to make
sure that we have accurate statements on the record.

MR. TREBY: Well, let me just sort of indicate the
kinds of guestions or concerns ! guess that the Staff has.

And 1f you can answer them now, fine; and, if not, you know,
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we are qfing to have another opportunity when you have your
experts here.

MR. ROSS: We'll have several other opportunities,
I think.

MR. TREBY: Right. You know, it is not my intent
to cros.-examine you.

MR. ROSS: Certainly.

MR. TREBY: But I guess one of the questions I
would have is what type of insurance do your clients
maintain fcr the risk from non-radioisotope pharmaceuticals?
That is, you know, a company such as Squibb or Mallinckrodt
must produce other types of pharmaceuticals and they must
have some sort of insurance I would think for that kind of
risk and what it is.

And whether these companies are self-insurers or
not. With regard to that, I might say it is our belief that
a lot ot.those very large companies, these multi-national
large companies are self-insurers to some extent. And we
wonder, you know, if we could have some more information or
facts in that area.

On page 10 of your written statements, you had
indicated that there was a concern about insurance coverage.
And I guess we are wondering: Is your concern the coverage
of risk from the chronic low level type of releases or is it

to seek coverage from accidental releases or perhaps both?
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You know, it is not clear to us what type of risk you're
seeking indemnification from.

MR. PETLLMAN: Let me -- I want to ask a gquestian
about that question. And that is are you making the
distinction between behavior or emissions that occur that
are in compliance and those that are not in compliance with
regulation? You are asking him if he is seeking coverage
for both of those categories in and out of compliance? 1Is
that another way of putting it?

MR. TREBY: Well, I guess -- it appears to us
there are perhaps three different types of situations.

MR. ROSS: Okay. I think this is very important
to speil all of this out.

MR. TREBY: Right. One situation I guess is
whether there is some sort of accident. And I'm not even
sure whether that’'s a possibility or not, but we will assume
for the purposes of our discussion here that there is the
possibility of some sort of accident which results in
releases which are far in excess of what PAR 20 says and
you're seeking to get some sort of indemnification or
protection against whatever claims might result from that.

Another situation for which you might be seeking
protection is a release that is in excess of the Puvt 20
requirements, but it is not an accident in the sense of --

none of our accidents are the mushroom cloud type things,
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but, you know, Qn accident that is unforese n or something.
This is just some sort of release that exceeds Part 20 or
our regulatory regime and you want some sort of protection
from that.

And then the third category, which I guess is the
situation that came up in the so-called Mallinckrodt case is
where there are some low level releases, and by “low level”,
they are below what levels -- they are within the range that
we say you can have such releases and it is impossible to
have zero releasee. And is that the type of --

MR. ROSS: We are seeking insurance for any
release that is a potential liability to the plant where we
cannot obtain commercial insurance or adequate insurance
coverage. And I understand where you're coming from and we
will answer for the industry in as much detail as we can in
the next written testimony.

MR. BFLLMAN: All right. Let me just say -- and
maybe we’'ll actually see this, but the same juestions
probably can be answered by the -- will have to be put to
the pharmacies. From my perspective, in terms of meeting my
responsibilities, I think it will be extremely valuable to
me to be able to sort of crystallize the issues here and
make sure that what is an issue is specified and what is not
an issue is alsc specified as not an issue.

MR. ROSSt Right.
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MR. TREBY: And no shipes passing in the night
here. I would think that that ' be one of the ways of
avoiding a terrible blun. . rt, which I presume we
all want to do nere,

MR. ROSS: I think this is a crucial issue for all
of us. 1 mean this one probably is the most important one.
The insurance coverage issue is the one that is going to
drive the entire rulemaking, if there is one, or lead to the
decision that there won’'t be one.

MR. BELLMAN: Okay. Other questions?

MR. TREBY: Yes. In your statement, you make
reference to the fact that such cases as the Mallinckrodt
case, are you aware of other cases hesides Mallinckrodt? I
ask that because we're not aware of other cases other than
the one that the Pharmacies mention in their document
dealing with ==

MR. ROSS: I am aware of the cases that we
mentioned and t'2 cases that the Pharmacies mentioned and
those are the only ones I'm aware of as well.

MR. TREBY: Well, one last question. I notice
that Squibb and Amersham are not one of your =lients.

MR. ROSS: Right.

MR. TREBY: 1Is that because they have insurance or

i

they just didn't want to join in? I8 there anything we

should read into that fact?
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MR. ROSS: No. For whatever reason, they didn’t
want to join in this particular effort. I can’'t second
guess their motives. We certainly talked with them. And we
have their suppcv*. but I have no idea why they didn‘t join.

MR. TREBY: Okay.

MR. BELLMAN: Do you have any questions?

MR. LORMAN: Several of your clients, Mr. Ross,
also operate pharmacies as well as manufacturing facilities.
I wonder if you would just identify the number of
manufacturers that own pharmacies?

MR. ROSS: We don‘t have today the exac. number of
pharmacies connected with these people, but we can certainly
tell you the names of the corporations that own them. We
believe that it is Mallinckrodt, duPont ana Medi-Physics
which is a subsidiary of Hoffman-LaRoche that have the
radio ==

MR, BROWN: duPont does not operate pharmacies.

MR. ROSS: No pharmecies’

MR. BELLMAN: Let’'s go off the record.

(Discussion was held off the record.)

MR. BELLMAN: Back on the record.

MR. ROSS: Mallinckrodt and Medi-Physics, a
subsidiary of Hoffran<LaRoche, do operate radiop.armacies.
duPont does not. To our knowledge, S5guibb does not and

Amersham doee not
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LORMAN: Are you representing the pharmacies
in this proceeding as well as the manufacturers?

MR. ROSS: I am representing the manufacturers
primarily, and not the radiopharmacies except as the
interest appears that benefits my client. And we certainly
agree with the Pharmacies’ position statement and in almost
all regards. And we are certainly supportive of it.

MR. LORMAN: Will you supply us for the record
either an estimate today or an actual number tomorrow or the
next timne we me2t the number of pharmacies that are involved
for Mallinckrodt?

MR. ROSS: Sure.

MR. LORMAN: Thank you. I have no further
gquestions.

MR. BELLMAN: Why don’t we go ahead with your
presentation, then.

MR. LORMAN: For the record, my name is Alvin J.
Lorman. [ represent the National Association of Nuclear
Pharmacies. I will not take a grecat deal of time to
summarize my presentation, which I guess perhaps was the
weightiest by weiqght, if nothing else, of the statements of
positions that ware submitted.

I find in reviewing the position papers of all the
parties that in fact | think most of us agree >n most of the

issues, which [ find encouraging. We agree with everyone
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else in this room that the manufacturer and the compounding
and pharmacies of radiopharmaceuticals is an extraordinarily
safe procedure presenting virtually no risk to the public.
We agree that the levels of radiation involved are extremely
low.

Our concern, however, js that cases such as |

Bennett v. Mallinckrodt are a part of a public trend in the

law toward environmental liability cases inventing types of
liability which did not exist before, in many cases for
which no insurance had existed because the liability was
thought not to exiet. And, frankly, it was a type of
liability for which the nuclear pharmacies, themselves, did
not have insurance. When that case became known to the
nuclear pharmacy industry, inquiries were made of insurance
carriers as to whether the CGL policies did indeed cover
that kind of exposure and we are told that, in fact, the CGL
policies that the nuclear pharmacies did hold did not cover
it on two grounds. One was the general nuclear exclusion
and the other was the new exclusions for environmental
impairment. So, they get you one way or the other.

Nuclear pharmacies attempted to obtain or to
ascertain the availability of insurance that would cover
this kind of )iability and as will appear later I guess in
talking to some of the same people that the NRC Staff did,

we were unable to determine that any such coverage was
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available or available at a rate with coverage limits that
would make it worthwhile having.

That remains the key issue to us. We believe it
is a very important issue for two reasons. One, of course,
business people feel very nervous about investing large sums
of money in an operation which for at least one potentially
very large area of exposure is uninsured.

The other thing is that we believe there is a
public interest involved here. While we do not believe that
this industry causes injury to the public, if at some point
down the road we all turn out to be wrong, it would be
comforting to know that there was some sort of fund to
compensate the public. So, we believe it is more than just
the commercial interests of the people at this table at
stake here, but there is a public interest.

We believe that in passing the amendment in
Section 19, that Congress determined that in fact if we
demonstrate that insurance is not available, that the NRC
should exercise its discretionary authority to, in fact,
establish an indemnification program. Accerdingly, we
believe that the focus of this issue as it apparently is
going to be i3 on the availability of insurance.

We also believe that Congress did -- and to answer
the question that Mr. Treby will be asking later -- we also

believe that Congress did determine that nuclear pharmacies
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and other facilities as may be determined in the rule in
agreement states would be covered as well. And that
concludes my statement of position.

MR. BELLMAN: Let me ask you all whether there is
disagreement among you as to the effect of the exclusions.

I mean I realize there are differences among you as to the
facts of the insurance market. And we're going to get some
expertise here, I guess, on that point. But then you also
recognize all of you that there are these exclusions in what
is available, but are there differences among you as to what
that means, how those -- what sort of those exposure those
exclusions provide?

Maybe you could just describe why those exclusions
from your perspective frustrate your need for coverage?

MR. LORMAN: We have a very simple answer. Our
insurance carriers told us that the exclusions worked to
prohibit any coverage for the kinds of incidents that we're
talking about. So, whether -« we don’'t have any =-- I don’t
have any independent expertise in the area of insurance, but
our insurance carriers told our pharmacies that the nuclear
exclusion works as : bar as well as the environmental
impairment exclusion. So, we are knocked out of the ball
park, at least according to our insurance companies, on both
grounds.

MR. TREBY: 1 think there may be a difference. 1
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1 don’t profess to be an expert in insurance, but in talking
2 with members of the Staff who are more knowledgeable than I,
3 they seem to think that there may be a distinction in these
4 exclusions with regard to those people who operate nuclear
facilities, such as a power plant that produces electricity
and those who are using oy-product materials or source

? materials to do something. And that the exclusions go to

8 those who are operating nuclear facilities. Since a

9 by-product -- use of a by-product material is not within

10 this term of art, "nuclear facilities”, then it appears that
11 perhaps the exclusions don’'t apply.

12 Hcwaver, [ want to make sure I add my caveat that
13 I'm not an expert on insurance. And it is an issue that I
14 think needs to be resolved before this group.

15 MR. BELIMAN: It seems to me it almost as

16 iinportant as the whole notion of market, itself, because,

17 clearly, insurance is available with the exclusion. So, we
18 need to determine, it seems to me the importance of those

19 exclusions.
20 Mr. Lorman, I take it your position is the same as
21 the manufacturers, not only with regard to the coverage of
22 Agreement states, but also with regard to this NARM
23 by-product dichotomy.

24 MR. LORMAN: I hate to do thie, but I don’'t agree.

My client agrees with the NRC with that. NARM material is
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not covered, with the understanding that as long as the NRC
is'not at this point seeking to expand its jurisdiction to
cover such material, we agree it is not covered under the
present statute and, therefore, should not be covered under
Price-Anderson as well.

MR. BELLMAN: And with regard to the issues that
Mr. Treby indicated about accidents and compliance and
noncompliance, could you address that, please?

MR. LORMAN: Yes. I can answer those gquestions
gquite simply. You gave us three scenarios: an accident, a
release of excessive of Part 20 limits that was not an
accident, and chronic complying releases. We believe that
insurance on all three of those events should be provided.

MR. TREBY: Can you think of other scenarios to go
with those three?

MR. LORMAN: No.

MR. BELLMAN: Do you have any other questions?

MR. TREBY: Yes. I have just a few, I guess.

You indicated that you were representing
radiopharmaceuticals, about 80 of them, I guess.

MK. LORMAN: Yes.

MR. TREBY: As in the case of the manufacturers,
do they hold both NRC licenses and agreement state licenses
and some combinations?’

MR. LORMAN: Yes.
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MR. TREBY: Are these 80 different outlets, are
some of them associated with each other in the sense that
they may be outlets of one company?

MR. LORMAN: Yes. The largest number are part of
an organization called Syncor, Inc., International which is
the successor firm to a merger of two prior chains of
nuclear pharma~ies, Svncor and Nuclear Pharmacy, Inc., which
merged some years ago. Syncor is the largest member and
represents the bulk of those membership in the NANP.

MR. TREBY: Does Syncor, itr:lf, have a license?
Do each of the subsidiaries --

MR. LORMAN: The pharmacies are licensed in one of
two ways. Some of them hold individual licenses, either the
NRC or an agreement state. There are a group of Syncor
pharmacies which in fact are covered by a master license
from the NRC. So, there is one license that covers more
than one pharmacy.

MR. TREBY: Do you know whether these companies
have insurance of any sort at this time? I assume they must
have some insurance for their non-radicactive program.

MR. LORMAN: My understanding is they have the CGL
policies to cover their businesses, but that does not
include the kind of coverage we are concerned about here.

MR. TREBY: Also, do you know whether any of these

companies are self-insurers?
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MR. LORMAN: My understanding is that none »f them

MR. TREBY: Well, again, it is my view and I think
it is probably the consensus around the table that the
availability of insurance {s the central issue. So, to the
extent that you can give us any more information about
things like self-insurance and whatever kinds of other
insurance they have, I think that would be helpful.

MR. LORMAN: I guess you could call them
self-insured if you call the absence of insurance,
self-insurance. But by definition, no.

MR. ROSS: Perhaps I could get a Staff detinition
of what he means by self-insured because that's not -- well,
may I have one?

MR. TREBY: Sure. My undarstanding of a
self-insurer are companies who set aside scme reserves to
take care of contingencies such as selt-insurers or else
have some surety bond or letters of credit or some other
financial means whereby in the event they're hit with a
claim and then they have to pay some monies, there is a
source to meet that obligation.

MR. BELLMAN: It is something much more
affirmative than crossing your fingers.

MR. TREBY: Oh, yes. And it is much more than

just saying, 'Well, we have x-amount of money in our
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f treasury and, you know, if we have to pay, we have to pay."
2 It 18 some sort of separate fund that is set up

3 for the purpose of meeting these kinds of obligations.

4 MR. LORMAN: We have no problem with your

S definition. The answer is still, no.

6 (Laughter. )

7 MR. ROSS: Stu, in your definition, would you say

@

that self-insuring would mean that whatever this plan is

o

you're describing has to be funded before therce’'s a ) .ss8?
10 Is that within the ambient of your definition?

11 MR. TREBY: I don’'t think that’'s critical to the
12 definition. It could be either, either funded or not

13 funded.

14 Well, I guess one other question that we would

15 have although you may not be able to answer it now and that
16 is to what extent your clients have looked into some sort of
17 captive insurance type things. Some pools made up by the

18 individual members who would provide some insurance or some
19 of these companies that provide specialty type insurance.

20 MR. LORMAN: Resgerving the right to have an expert
21 speak to that in two weeks, our preliminary looks have

22 determined that we’'re nct a big enough industry to do that.
23 There aren’'t enough people involved to spread the risk that
ed it ultimately is not really called insurance. But we will
e bring in someone to address that Lssue.
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MR. BELLMAN: Mr. Ross, do you have any questions
of Mr. Lorman?
MR. LORMAN: No, I do not.
MR. BELLMAN: I guess we are ready for the

Commission’'s presentation.

\
MR. TREBY: 1In the Commission’'s Federal Register

it sets forth six issues and I intend to briefly address
each of them. I have, on behalf of the Staff, submitted a
written statemen:. as have the other two speakers before me.
And I assume tha’ they will be made part of the record.
Maybe as a part of the housekeeping process when we're
finished, we can consider how we want to get that into the
record, whether we have it attached to the transcript or
just provided to you. Somethin_ like that. I don’‘t invend
to read my statement.

I have been designated by the Commission to serve
as the Staff’'s negotiator in this proceediny and authorized
to represent the Staff in this proceeding. The nature of
the Commission’'s interest that may be affected by this
rulemaking is that under Section 8) of the Atomic Energy Act
of 1954 as amended, the Commission is authorized to issue
licenses for the medical use of by-product material. And,
as indicated in the Staff’'s written statement, the
Commissic . has under license approximately 2800 licenseex

doing various things. Not all of those are
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radiopharmaceuticals. Therc is a variety of things that we
set forth in our statements.

Under Section 170(a) of the Atomic Energy Act, the
Commission has the discretion to require financial
protection of and to extend an indemnity coverage for these
activities licensed by the Commission. And I w~uld note
that the Commission has been -‘equested to exercise this
discretiorary authority in the past for the licensees who
are before us today and has not chosen to do so. And, in
fact, has only exercised its discretionary authority to
require financial protection of and extend indemnity
coverage to certain persons licensed to possess or use
plutonium in plutonium processing and fuel fabrication
activities.

Of ourse, the 170(a) makes it mandatory that we
extend indemn:fication to the construction and operation of
power reactors and research reactors.

With regard to the nature and the extent to the
risk to the putlic health and safety posed by the activity
of concern, [ think ! agree -- or 1 know I agree with Al
when he staced that a)l of the participants here axe in
agreement that the activities of concern pose low risk to
the public health and safety. For the Staff’'s part, based
on considerations of potential risks and consequences due to

the amount <~f by-product material in the inventories which
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are listed on Table | of the “taff’'s written position. The
half-lives of the radioisotopes, the frequency and methods
and use of these radioisotopes and vine low likelihood of an
accident based on historical experience at
radiopharmaceutical licensee facilities, the Staff believes
that there is adequate safety with respect to these
activities.

I might say if we didn’'t think so, we wculdn't
have issued the licenses. But I think that is one thing
that we probably have agreement on that there is very low
risk to the public health and safety.

Whether financial protection for such risk is
available to licensees from commercial sources, this is the
central question and the one where there appears to he the
greatest disagreument amongst the participants,

As the staff indicated in its written statement,
it believes financial protection is available from the
commercial sources. I provided a little earlier this
morning a list of telephone conveyrsations that Mr. Dinitz
had had with various insurance representatives to verify the
Staff’'s belief which it has held for some time that the
poss.bility of commercial insurance exists. And the list
indicates a number of telephone conversations that he had
with d! ferent representatives. These representatives

included the largest excess and surplus insurer (n the
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United States or one of the larger casualty property
insurers in the U.S. writing medical professional liability
policies, the large casualty -- one of the largert casualty
companies, et cetera. And I intend to provide a copy cf
this listing with the written statement and I don’'t need to
read through it all here. But in summary, it seems to
indicate that a lot of these companies indicated that they
had never previously been asked to provide this coverage,
but if asked, they would consider writing the coverage.
Now, that’'s not an ironclad agreement that they would
provide it, but, apparently, they would certain.y consider
it and they appear willing to evaluate the possibility ot
providing that coverage.

With regard to what our position is, I guess our
position can be summarized as stating that, first of all, we
believe that there is a low risk to public health and safety
from the pharmaceutical licensee’'s activities and,
furthermore, in the unlikely event that an event does occu:,
the potential liability for offsite damages resulting from
such an event vould be within the insurance coverage that
the Staff believes is ava' iable.

The Staff also would note that one of the primary
objectives of the Price-Anderson Act was to remove the
deterrents of the private sector participation in atomic

anergy activities presented by thy threat of potentially
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enormous high liability claims in the event cf a

cctasJLophic nuclear accident. And that was one of the
principal incentives for the initial Price-Ande.son Act back
in 1954.

We believe that this objective retains ity
validity for application to the issue of whether
radiopharmaceutical licensees should be indemnified. And,
therefore, we believe that i addition to demonstrating that
commercial insurance is unavailahle, the Staff believes that
those supporting indemnification must also demonstrate that
indemnilication is necesmary to> maintain participation in
the radiopharmaceutical industry in order to j isure that the
public will not be deprived of radiophlarmaceuticals.

We would note that we're not aware of any instance
where a radiopharmaceutical licensee har ~eased operation
because of the threat of uninsured liability. And this is
an industry that has existed for 30 to A0 years so far.

The last area that I would like to address is
other facts pertinent to the indemnification issue. And
under this category, I'd like to raise thie issue of the
coverage of agreemeat states. As J stated earlier in my
!~ esentation, the NRC in the various categories that we
enumerated in our written statement ~over about 2,800
licensees. We understand that the 2?9 agreement states cover

approximately 5,000 w2, there are many mope licensees
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covered by agreement states than covered by the NRC. The
question is whether or not the NRC has the auchority under '
Section 170 of tne Act to require financial protection and
indemnification of radiopharmaceuticals from an agreement
state.

We believe that the record on this issue is
ambiguous. The amendments act does not provide any explicit
autherization for the Commission to indemnify agreement
state licensees. And, as I said, a reading of the current
language of the Atomic Energy Act would indicate that we can
only -- that is the Commission can only cover its own
licensees. We do ricognize, however, that there was some
language in Section 19 of the 1988 Act amendments that
extended Price-Anderson and contained Section 19 which
indicated that this negotiated ruiemaking should cover both
persons licensed by the Commission and by the agreement
state. Frankly, we're not guite sure what that means,
whether Congress was implying that we should have the
Jurisdiction to extend it to agreement states or whether
after we conducted this rulemaking activity we would then go
back through Congress with the results of our activity and
say, 'Yes, there ought to be indemnification. And in order
for us to extend tc agreement states, you need to give us
some additional jurisdiction.

We believe Lhat this ambiguity needs to be
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resolved in ;ﬁmo way in the course of this proceeding. It
should be one of the issues on the table here and one that
the negotiating committee should address.

We suggest .n our written statement that perhaps
we could defer addressing that until after we had reached
some sort of posit.on as to whether or not indemaification
should be provided because if the answer is indemnification
should not be provided, then it's somewhat of a moot point.
And I guess I don’'t need to say aanything further on that
issue. I have already discus.ed the NRC's sStaff position
with regard to NARM and I don‘t think I need to elahorate
any further on the position covered in our written
statement.

With regard to the scope of the licensees %0 be
covered, as we said in vur written statement, we thought
that it should be somewhat limited from the very broad
coverage that we initially stated in the Federal Register
notice. The purpose of the Federal Register notice was to
give the widest possible dissemination of notice to
potential participants in this proceeding. And because we
listed various categories, that did not necessarily mean
that the Staff agreed that all of those would fall within

Section 19.

Ags I bélieve | stated earlier, we thought that

there should be two tests, initially, as to the scope of
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licensees covered, first, to look to Section 19 and,
secondly, who sought to participate here. Certainly, the
Staff does not disagree that the -- who are the parties to
this proceeding at the moment: the manufacturers and the
radiopharmaceuticals would fall within the scope of Section
19. And they certainly have sought to participate here.
And we would think that they are within the scope of whoever
should be included in any rulemaking that would take place.
So, I guess our position would be or our position would be
that at this time, they are the only categories that we
would see being covered by any rulemaking that might result
from this proceeding.

In the event that we get to the point that we
think there should be some rulemaking and some
indemnification, we would like to identify a couple of other
matters that we believe need to be covered in such
negotiations. First amongst these would be the amount of
coverage and financial protection to be provided. Section
170(c) of the Act requires that the Commission must provide
indemnity coverage in the amount of $500 million. Given the
very slight risk that we have identified from these
categories of licensees and the very small half-lifes,
et cetera, we raise the question whether even if
indemnification is found to be appropriate, whether it

should be 1n that amount or some other amount. That seems
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to b2 a very large amount of money and perhaps some lesser
amount might be appropriate. In any regard, that is an
i,8ue tha* we think needs to be discussed amongst us.

Secc~dly, puisuvant to Section 170(b) of the Act,
the Commission may require that those licensees who are
indemnified have and maintain some amount of financial
protection of he type specified in Section 170(b) of the
Act as a tirst s*ep. That is with regard to power reactors,
for instance. 1 believe there is a requirement that they
have to provide a certain amount of insurance first before
they indemnification thereto.

The issue is, again, if we were to provide in this
rulemaking for s.ma indemnification, should there be a
similar type prevision with re¢gard to these licensees.

Finally, a subject that appears to be very close
to the heart of Congress and I guess therefore must be close
to the Commission’s heart is the question of fees with
regard to all people to whom an indemnification agreement
would be executed. And we would like to put that subject on
the table, also.

These were the items that we identif'ed in our
initial consideration of the problem of some Liiangs that
should be considered when we meet in the negotiation phases
of this proceeding. And we wanted to alert the other

participante of our thinking. And that concludes our oral
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statement.

MR. BELLMAN: Ler me say with respect to the last
three items Mr. Treby just specified, how much insurance
should the insured maintain on its own, the amount of
coverage that the law might provide and the fees that -- I
would hope that each of you would have a specific position
on those three issues.

With regard to the matter of the lack of evidence
that companies are withdrawing from the market because of
their exposure, the point you made of people being in this
business for decades and nobody seems to have left, what
sort of demonstration are you talking abrut? What sort of
evidence are you talking about? I know what an absence of
evidence is, but I don’'t know what you might see as
affirmative evidence.

MR. TREBY: 1 guess the type of affirmative
evidence that we wyuld be looking for is some -- I don't
want to create a self-fulfilling prophecy, but, you know,
some statement by either the manufacturers or the
radiopharmaceuticals that due to the lack of some sort of
protection this is going to be the factor thut determines
that they're going to go out of business, that this is such
an important matter that this determines whether they remain
in business or not.

When one reads the conaressional record and reads
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some of the statements, at least on the Senate side, it
appeared that some of the Senators seemed to be concerned
with the concept that the radiopharmaceuticals industry and
the manufacture of those radiopharmaceuticals was a very
important public service. And that is something that the
Staff agrees with. We think that radiopharmaceuticals are
very important and very worthwhile to the public health and
safety. And they seemed to be concerned that this industry
was going to disappear unless it a¢ scme sort of
protection.

Our concern is that this is an industry that has
existed for a long time without that protection. And we
frankly don’'t know where this concern comes from that the
people involved in the industry are going to go out of
business. I guess the type of evidence would be some sort
of indication of that.

MR. BELLMAN: Well, I just want to say that
although it seems to me that what you're raising is relevant
and material and all that, it calls forth a sort of rhetoric
that can only be grounded sort of in the hearts of the
stockholders or something. And I don’'t know exactly. I
mean it's a perfectly plausible issue, but it is a difficult
matter of proof here.

MR. LORMAN: Would Mr. Treby be persuaded by sort

of evidence by analogy, such as what's happened in the
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vaccine i1ndustry in the United States where DPT
manufacturers one by one fell off the boards because of
product liability concerns until there literally was a risk
of no one in this country being willing to make a DPT
vaccine or the evidence that until Congress passed the Swine
Flu vaccination scheme, no one would manufactur( Swine Flu
vaccine in this country. 1Is that probative » idence to you?
Or do we have to get up and say, "We're going to go out of
business.”

MR. TREBY: Well, that's why ! said I am concerned
about the statement saying, "I'm going to go out of
business.” It is easy to say that and I'm not sure how
probative that is, but maybe some information by analogy
would be helpful to show the extent of the concern. I think
as a representative of the Commission, I sort of have two
hats. One hat is as an advocate of the Staff's position,
but the other hat I wear is a person who is responsible and
concerned with how we go about rulemaking and how we can
protect our rulemaking if we are ever challenged in court.

I am concerned about developing records, too. And I would
like there to be some sort of record developed that, you
know, there was a need for the particular rulemaking and it
fell within the ambient of what of Congress said
Price-Anderson was all about.

MR. LORMAN: I guess our response would be we will
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certainly attempt to satisfy your curiosity in that regard,
but our legal position is that Congress satisfied your
curiosity for you by directing this proceeding. We agree
with you: Let Congress determine that this is an important
industry whose future is important to the American public
and t'at in directing this proceeiing, Congress made the
judgment that the issue is insurance, not whether we are
going to go bankrupt without it,

MR. TREBY: Well, perhaps that’'s another issue
that needs to be considered at our table, too. I have read
the various congressional statemen.s and all, and,
certainly, there are many statements on the Senate side thot
indicate just what you have indicated. However, there are a
number of statements, particularly on the House side, that
indicate that Congress may not have reached a final
conclusion on this matter but may view this rulemaking
activity as a direction to the Commission that it engage in
rulemaking and that it did not prenrdain what the result
would be and that it was nothing more than an urging that we
undertake *“his stuff since Congress, itself, was unable to
resolve the matter when it was before them.

MR. BELLMAN: Let nc'jult say on my own behalf
that I think it is uncontroversia. that fundamental
questions were not disposed of by the Congress because if

they were, we wouldn’'t be here. ! mean they dijposed in
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ma 1y ways of this issue by shunting it to this process, not
the normal course of events. I mean it is unprecedented to
my knowledge, this what we are going through here. That
doesn’'t mean that they didn’'t express some very strong
opinions about other things or that some of them didn’'t
express strong opinions,

Now, I think that in addition to recognizing what
they didn't dispose of, ! agree with anyone who wante to be
sensitive to whatever broad opinions did seem to be evident
in their cebates, in their discussions and consistent with
something that I think Mr. Treby just said. ! presume *“hat
we want the outcome of this process to float. That is to
say we don’'t -~ not only do we want to do the right thing
here, not only do we want to do what we are requested to do,
but we also want to do something that will be sustained.
Whether it is a matter, as he suggested, >f making an
appropriate record to withetand challenge subsequently, or
whether it is a matter of doing that which political
leadership in the hest sense of those woids will accept. I
think we want to do all of that, and ! certainly do.

MR. LORMAN: We don’'t disagree with you at all.
Solely on this issue of whether or not the industry goes
under without insurance, I think that is our disagreement.
I don't think that'=s an issuye. Did Congress consider it? 1

don‘t think it‘'s an issue, frankly, that is really
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appropriately before this group for negotiation. Prudent
business practice dictate chat businessmen either have
insurance or an alternative to insurance. That people don't
sit around saying, ‘Shall we go out of business if we
don’'t,” most of iLhe time. You do in extraordinary
circumstances, such as in the vaccine areas. Granted, we
don‘t sit here with as much horsepower behind us without a
$§20 million judgment against someone sitting in this room as
we would in the vaccine area. But once we have had that
judgment, it is sort of closing the barn dnor after the
horse has escaped. Our position is prudent poople have
insurance, otherwise, they don’'t do business. Just as no one
here, 1 suspect, has no insurance on their automobile. And
we don‘t sit and engage in lenythy discussions about the
wisdom of not having insurance on your automobile.

MR. SCHWARTZ: Let me just get back to some other
points. You were asking the other parties about these three
scenayicos of yours. And I want that you address them
yourself regarding your own position on that, on those.

MR. TREBY: 1 guess the first point is that our
current position, subject to overwhelming -~ well, not
overwhelming, but evidence to the contrary is that they can
get insurance that covear all three possible scenarios.
However, as "o whether indemnification should cover all

three scenarios, ! qguess 1'd like to think about that.
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Certainly, it should cover the accident one and the releases
above Part 0. I think I would like to defer until the next
time as to whether or not it should cover the releases that
are within requlatory guidelines.

MR. BELLMAN: With regard to your position on
scope which it seemed to me there were three elements, the
by-product, NARM, dichotomy, the federal versus state
licensees dichotomy and also the matter of only the
participants here. With regard tn the -- I understand,
although I'm not sure what sure to do next with regard to
this notion of ambiguity. I know what you mean by ambiguity
there with regard to the federal-state licensees. With
regard to the by-product NARM element, is your position a
position of policy or a position of legal strictures.

In other words, are you saying it would somehow
vias the law to go beyond your position?

MR. TREBY: Yee, it's a legal stricture. We just
don't have th7 authority under the Atomic ACt tO cover ==

MR. BELLMAN: So that if my recommendation, for
example, or our consensus d4id that, it would be an illegal,
it wouldn't be a proper rule,

MR. TREBY: At least with regard .o NARM. To be
very candid, the subject of whether or not the Commission
should take jur.sdiction over NAFM comes up from time to

time and the Commission was briefed a month or two agoe on
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that very subject. And, you know, | can’'t predict if the
condition at some point is going to take jurisdiction over
NARM moterials. The issue comes up from time to time,
particularly with regard to disposal because some of these
materials are in our low level burial sites. But at the
present time, we don’'t have jurisdiction over it and it
would be illegal to extend Price-Anderson to it.

MR, ROSS: When I indicated you were going to make
arguments with regard to NARM, I believe I started by
agreeing that in fact there is that hole in the law and that
NARM is not presently covered.

On the other hand, we want to certainly be
inclusive and if, in fact, we get to a point where some
indemnification results from this, we want to have raised it
on the record and in our documentation in case the
Commission does take it up in the future.

MR. BELLMAN: I just think that for purposes of
consensus building and the kind of objectives that I would
like to have here, it is important for all of us to know

when positions are known on discretion and policy judgment

as opposed to readings of the law because presumably none of

us is interested in reach'ng an agreement that is not legal.
MR LORMAN: I would like to avk, Stuart, when you
say the Commission has been briefed on whether to take

jurisdiction over NARM, do you believe that the Commission
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has the statutory authority to do so or would the statute
need to be amended ~-

MR, TREBY: The statute would need to be amended.
But I think the Commission pursues legislative agendas, too,
and this s something that the Commissioners appear to be
interested in. We have had subject as to whether or not
that is something they ought to go back to Congress and ask
about. In particular, the agreement states, some of which
do regulate NARM are always pressing the Commission to do
something in this area.

MR. BELLMAN: But that needs to be sorted out. I
mean we ' 're not here to develop a legislative agenda.

MR. TREBY: That's right.

MR. BELLMAN: I mean we can give some gratuitous
advice here.

MR. TREBY: I didn’'t mean to muddy the waters. I
just wanted to provide full disclosure that while it is my
view that it is clearly not something that the Commission
can do now.

MR. LORMAN: I would just like to clarify our
position, then, in response. We agree with you that the
Commission does not have legal authority to regulate NARM at
this point, but we also agree with Mr. Ross that should the
Commission assart authority over it one way or another, then

we would like it covered as well.
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1 MR. ROSS: We certainly wouldn’'t want to go back

through this just for NARM in case it came up. So, there

L]

3 must be some way we can allow for that contingency in the
4 future.
S MR. BELLMAN: Well, give that some thought because
6 it's not im "‘ately apparent to me anyway. Do you have any
7 other gquestions or any guestions?
8 MR. LORMAN: I don’‘t. Well, I guess I do.

% 9 Perhaps this is an improper guestion, but since, without
10 divulging it today, the name of one of the insuzance
11 companies on here 1s the name of the very insurance company
12 that we have been unable to extract the policy, gquote, from
13 for sume time. I am wondering whether in connection with
14 our next session, you are planning to bring in people that

19 we can ask about these things or is this basically the kind

16 of evidince we're going to see, because, quite frankly, I

17 don’'t know how to cross-examine this when it’'s the same

18 company that won't give us a quote.

19 MR. TREBY: Well, I guess I have two answers. [
<0 think, first of all, with regard to the apparent different
el views, I think it may be a matter of talking, one of us

22 talking o some sort of headquarters group in & different

23 location and another one talking to a regional office or

24 something like that I think we just spoke to different

29 nffices, 1 am not prepared to resolve the difference here
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With regard to whether we're going to bring in

people, well, we're working towards the best we can do.
We've been seexing to interest the insurance industry to
tell us what their views are one way or the other. And we
may look at getting an expert. It depends on what we can
do.

MR. BELLMAN: Without being too lawyer-like, as I
say, I suffer a lapse once in a while and ! think that we
all appreciate the value of being able to cross-examine and
we all appreciate the lack of value in hearsay. So, I mean
if we're going to have competing evidence, some of it may be
more persuasive than other evidence because it is direct and
subject to cross-examination. 1 don’'t know what else to say
about that. We're going to get together for as many days,
really, as I'm sure it's going to take. And you all have
your own ways of putting these presentations on. I think in
many ways, the value of this document that shows the efforts
so far by the Commission or some of their efforts is to
forewarn the rest of you about the basis for their position.

Do you have any questions?

MR. ROSS: Yes, I do.

Stuart, on this list of telephone converrations
with insurance representatives, 1 know that most of it says,

would consider writing such coverage. Frankly. that
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1 doesn’'t help me a great deal. Almost any insurance company

2 that you call probably would consider writing some coverage.

3 Did your people o. you, if you made the calls, get any more

B specifics out of these people, such as: Are these claims

5 made policies, occurrence policies? Were there limits that

6 you considered? Were any of the oremiums brough® up? Was

7 deductibility part of what you asked them? Is there a need

8 for engineering studies prior to these companies considering
. 9 issuing a policy? Questions of that nature. Were any cf

10 those asked? Do we have the answers to any?

11 M. TREBY: There telephone conversations were

12 conducted bty Ira Dinitz who, as ! earlier indicated, if our

13 expert in NRF 'ho deals with Price-Anderson issues all the

14 time. Perhaps the most efficient way to answer your

15 question would be to have Ira provide the answer to you.

16 S0, ! would ask Ira to respond.

17 MR. BELLMAN: Okay. He can do that. Does anybody

18 have any objection?

19 MR. ROSS: No.

20 MR, BELLMAN: That's fine. Okay.

21 MR. DINITZ: I think our initial thought was that

22 we wanted to see from tiie industry as to whether or not they

3 had e.er been approached by the radiopharmaceutical

24 manufacturers or radiopharmacies directly.

ed It’s funny, hecause ! normally read Business
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Insurance and I see ads from various insurance companies and
one ad that caught me a little by surprise was an ad by the
Home Insurance Company that said, "We are willing to write
radiopharmaceutical -- I'm sorry -~ pharmaceutical companies
and other high risk,” I can’'t recall the other high-risk
type, ‘or all other product liability companies. Give us a
call.” Which is what I did.
And one of my first contacts was with the Home
Insurance Company and they are a very large writer of
casvalty and property insurance policies within the country.
And I asked them have they ever been approached by the
radiopharmaceutical manufacturers or radiopharmacies to
write or to consider writing insurance. And he said, "No."
And 1 said, "Well, I will take you at your word in
yovr advertisement that you would be interested in at least
considering it. " And, of course, I should preface this by
saying, no one told me or could tell me ovar the phone that
they are willing to write any type of insurance. They have
to make a determination or underwriters have to make a
detoermination as to the nature of the risk, the coverage in
the pol.cy, the deductibles in the policy. These are
underwriting decisions that no one could give to you over
the phone.
ir basic need, however, was to find out just what

kind of canvasing ot the market -- we wanted to determine
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1 what kind of canvasing of the market that the

rudzophatnlcoutical manufacturers or radiopharmacies

LS ]

3 accon ‘lished.

4 I also called one of my initial contacts, as you
S see on there, was with the Lexiugton Insurance Company. In
6 a number of my conversations and, of course, ! converse

? very, very regularly with American Nuclear Insurers, the
8 larger of the two pools writing nuclear liability insurance.
a 9 From early on, thev had indicated to us that they do not

10 write this type of insurance for radiopharmacies or

11 radiopharmaceuticals because of the ability, they have
12 indicated to us and as well have indicated to the Congress
13 numercus times, that this insurance they believed and
14 certainly indicated to me was available in the conventional

15 market. Therefore, we thcught it was incumbent upon us to

16 just do an initial canvasing of the market to see if that,
17 in fact, was correct.

18 One of the companies [ did contact early on was

19 the Lexington Insurance Company, the largest of the excess
20 and specialty insurance markets. The indications from

21 Lexington were that thiz is an area that they would be

3 interested in looking at. They had never been approached by
: any of the participants to consider writing this type of

24 coverage, but they were in the business to write this cype
4. of coverage and they certainly would welcome inguiries from
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the radiopharmaceutical industry on this issue. '

As I got into more of the teleprhone conversations,
that seemed to be a pattern that developed and a number of
the companies that I contacted indicated that they had not
been approached to write this type of coverage, but the
conventional insurance market was the area that the coveraqe
should be written in. And there was agreement that it
should not be written with American Nuclear Insurers, but
the CGL policy, the Commercial General Liability policy that
was being written for across the board for thousands and
thousands of companies would be the policy that should be
written for radiopharmaceuticals and all of the companies
that I countacted indicated that they would be willing, at
least, to consider whether or not to w.ite this type of
coverage, given the fact that they couldn’'t make any other
commitment to me over the phone until they actually had
specifics on what we were talking about.

MR. ROSS: And you didn't give them a hypothetical
client or anything iike that and say, "Could you just kind
of run this through your system?" Or would they even do
that for you?

MR. DINITZ: They wouldn't even do that. I think
we all know insurance companies --

MR. LORMAN: They don't do it when you submit it,

MR. BELLMAN: One at a time because the reporter
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is going t; have difficulty.

MR. DINITZ: You're right. They don’'t like to
deal in hypothetical situations, especially, you know,
insurance uncderwriters don’'t deal with hypotheticals. They
said that, "If we were approached, we certainly would
consider writing it."

To give just & follow-up on what Stu said, I had
spoker. to Gary Lewis in Mallinckrodt about the insurance.

Of course, 1 guess early on, it had been alleged that
Mallinckrodt had not maintained and was not able to maintain
a CGL policy. And we were a little surprised to fina out
that they were maintaining the policy. The gentleman I
happened to speak to at Liberty Mutual, just to give you an
idea as to what we were running up against, the one official
in the company saying insurance was available, and the other
saying it's not, the Liberty Mutual gentleman I spoke to
wasn't even aware that they were writing Mallinckrodt.

So, there are -- these are very large insurance
companies. MHeadguarters operations, regional operations.
And it is certainly very well possible that one official in
the company does not know what other officials of the
companies are doing.

I tried in my contacts to speak to the people in
this area that were directly responsible for the

pharmaceutical and these type of high-risk operations,
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rather than speaking to the people writing the casualty and
property policies for fire and theft and the usual risks.

MR. ROSS: Other than that, I don't think I have
any other questions.

MR. BELLMAN: Let me pursue one other matter that
the Commission’'s position raises. And that is the coverage
by this proceeding -- our proceeding here, c¢f categories of
actors who are not among us, the position of the Commission
being, I understand, that they should not be covered by this
proceeding. I mean | presume that allows us to say neither
yea nor nay with regard to whether they ocught to be.
They're ifust not here and not germane.

Is there any dissent from that view of the
Comu:ission? 1Is there any other category that you want
discussed here besides your own?

No? Okay.

MR, LORMAN: Not on behalf of the pharmacies.

MR. ROSS: Other than, of course, Sgquibb and
Amersham aren't directly represented here --

MR. BELLMAN: I'm not talking about companies.

MR. ROSS: Other than that, no. ! agree with
that.

MR. BELLMAN: Are there any other further
gquestions that any of you have of one another here?

(No response. )
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MR. BELLMAN: Is there anyone here from the --
anyone else here, not at the table, who wishes to say
something? I think I recognize everybody here, having been
here all along.

(No response.)

MR. BELLMAN: All right. Let's go off the record,
please.

(Whaveupon, a brief recess was taren.)

MR. BELLMAN: Back on the record,

This is my attempt. subject to everyone's
correction, to recite for the record a list of issues an:
agreements with respect to certain factors and some pointr
with respect to evidence that is regarded as important to
provide.

The first issue is the need for insurance, which
is divided into three subsets: the need to address
liability, the need to address litigation costs and the need
to address potential disincentives tn investment.

Next, there are issues with respect to
availability of insurance which includes kinds c¢( insurance,
smounts of coverage, and the cost of insurance. All of
which factors go to a question of whether acceptable
insurance is really available. Or, as it was put: What
kind of insurance can a participant in these industries hope

to purchase and is it ressonable to expect them to accept
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that kind of insurance?

Then there was some discussion with respect to the
need for insurance and the period of time that has passed in
the present state of affairs where it is asserted there is &
lack or absence of insurance.

How does one account for decades of operation in
that situation, given chat it is not conventional to expect
SN enterpr.se to operate without coverage? In fact, were
tnere decades without coverage is another question. Or have
some kinds of insurance which were available become
unavailable?

Also, the gquestion was asked what types of
insurance and other insurance~like devices are now held or
engaged in by these companies in these industries.

There is the question of the importance of the
nuclear or pollution exclusions and what effect or
importance should be attached to insurers’ advice to these
companies with respect to the importance in effect of those
exclusions.

And the question of if these exclusions are
applied more broadly than simply these populations of
compan::s, why should these companies receive upecial
treatment from the government?

I think that we agreed that whether that the

public would suffer were these companies to leave their
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business, but -- and we also agreed that we Cannot ==
ultimately, we cannot determine whether not being
indemnified will cause them to leave. What we know is that
the parties have varying opinions and it is difficult to
bolster any of those opinions with specific evidence.

Finally, with respect to insurance, there is the
issue of how much insurance for inder:.ification should be
provided if any is going to be provided.

Secondly, there is the issue of whether agreement
states are or should be covered and it was indicated that it
would be helpful to know how these companies are distributed
between federal licensing and agreement state licensing.

Thirdly, there is the issue of NARM coverage.

And, tinally, it was agreed that the discussion here
encompasses releases within Part 20, releases that exceed
Part 20, and what we have referred to as "accidents,.”®

That is my representation of what 1 think we have
agreed ayse the issues here. | mean I really do encourage
you to refine that i{f I have -- I take no pride ia
suthorship here.

(NO response. )

Hearing none, thank you all very much., An< I will
see you in a couple of weeks.

(Whereupon, at 2:1% p.m., the hearing was

adjcourned.

Heritage Reporting Corporation
(202) 628-4888



i CERTIFICATE

3 This is to certify that the attached proceedings Lefore the
B United States Nuclear Regulatory Commission in the matter
S of:
L Name ! PRICE-ANDERSON RULEMAKING
¥ -
8 Docket Number:
. 9 Place: ROCKVILLE, MARYLAND
10 Date: November 14, 1988
il were held as herein appears, «°d that this is the original
12 tranacript thereof for the flle of the United States Nuclear
13 Regulatory Commission taken stenographically by me and,
14 thereafter reduced to typewriting by me or under the
18 direction of the court reporting company, and that the
16 Cranscript is a true and accurate record of the foregoing
17 proceedings. ( -
18 lal 'éécttxa N
19 (Signature typed): JOAN ROSE
20 Official Revorter
1 Heritage Reporting Corporation
2
2)
<4
ed
Heritage ing Corporation

(202) €7 8~-4808




