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PROCEEDI NGS

(8:03 a.m)

CHAI RMAN SI EGEL: We are back on the record, and
we are starting this norning's neeting. The first item of
busi ness is one of the last itenms of business from yesterday
af ternoon, a discussion of dose ranges in witten directives.
Larry?

MR. CAMPER: Good norning. Thank you, Barry.

Wel |, continuing our discussion on
noncontroversial topics, do we want to go through any
questions on T&E before we get into this?

CHAI RMAN SI EGEL:  Sure.

(Slide)

MR. CAMPER: Sure. Now, seriously we do want to
talk this norning about the use of or, nore correctly, |
should say the inability to use a range on a witten
di rective.

Next sli de.

(Slide)

MR. CAMPER: We published an article in the
Sept enber - Cct ober ' 94 issue of the NMSS newsletter after we
| earned frominspection findings that |licensees in sone cases

were using a range on witten directives. Primarily they were
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using themon witten directives associated with the use of
sodi um i odi de, but in sonme cases also in teletherapy.

The article was fairly short and sweet. We
attenpted to provide clarification. And, in essence, in that
article we said that you cannot use a range in a witten
directive with regards to a dose nor can you use a range wth
regards to overall treatnment period in teletherapy.

well, followi ng that we got sone inquiries,
including a letter fromour old coll eague Dr. Marcus, who was
fairly critical of the agency's position. And then there
started some tel ephone calls as well.

As a result of that, we then prepared another
article in the March "95-April '95 issue in which we attenpted
to be nore clear as to our position, the rationale behind that
position, and how we thought the community m ght deal with
this problemor this issue. Follow ng that, there were nore
phone calls, primarily fromindividuals involved with the use
of sodium i odi de, and we ended up with about 30 tel ephone
i nqui res.

The bi ggest problem expressed fromthe callers
was that the idea of not being able to specify a range for the
use of sodiumiodide on a witten directive was very
probl ematic for them because they had no way of know ng
exactly how nmuch material they would get fromthe

radi opharmacy. |If | order 30 mllicuries, for exanple,
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m ght get 28 and a half. | mght get 32. And, therefore,

this idea that | would put down one nunber they felt was

probl emati c.

The bottom line that we expressed in those

newsl etter articles and in those tel ephone conversations was

t hat you could not use a dose or dosage range. And, as |

said, there was a consi derable concern about that, at |least in

the 30 call ers.

Next sli de.
(Slide)

MR. CAMPER: All right. Now, the inpact of this,

then, we think is the following. W think that froma therapy

standpoint it's a mniml inmpact because typically authorized

users are actively involved in therapy applications. They are

there. They help in the admnistration of along with the

technol ogi sts. They're actively involved. And the ability,

then, to sign the witten directive, to have the anmount

specified prior to adm nistration doesn't inpose a substanti al

bur den.

Wth regards to diagnostic of greater than 30

m crocuries, you may require that they would review their

clinical procedures manual, put sone steps in the clinical

procedures manual; for exanple, to say to their technol ogi st

staff that the dose for a clinical procedure is X mcrocuries

f or

upt ake and scan and that this dose may be adm nistered
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provided it doesn't exceed nore than 10 percent of the
assi gned val ue.

We also nmade it clear that this was not a new
requirenment, that it was a clarification. It's bad enough
that it's not a newrequirenent. But it was a clarification

of the | anguage in the rule. This was nothing new, nothing

di fferent.

Next sli de.

(Slide)

MR. CAMPER: Now, why did we take this posture?
Well, once we learned of this problem we conferred with the

O fice of General Counsel and determ ned through interactions
with themthat before we prepared the first article and our
rationale fromthe staff perspective and in our discussions
with General Counsel was that it is the responsibility of the
aut hori zed user to clearly state the ampunt of activity or the
dose of radiation that is to be adni nistered to the patient.
In many institutions, the authorized user is not
present at the tinme of adm nistration of greater than 30
m crocuries of sodiumiodide, even up to and including those
cases where whol e body scans for metastases are perforned
using as nmuch as 10 mllicuries of iodine. Now, | recognize
that in many of your institutions, you may be there, but in
sone cases they're not there. So that was a problem we

t hought .
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And then, finally, only the authorized user

shoul d decide the actual ampunt to be admi nistered to the

technologist. Now, this wasn't an issue of the anount to be
adm nistered is 30.4 mllicuries. It's the fact that the
aut hori zed user knows that 30 mllicuries or 30.4 mllicuries

are being adni nistered versus having a range in which the
technologist ultimately is in the final position to know how
much material is being adm nistered to the patient. So we

t hought that was probl ematical.

Next sli de.

(Slide)

MR. CAMPER: Now sone operating paraneters cone
to mnd. W recognize that when you order a dose of sodium
I odi de, you don't know in advance exactly how nmuch materi al
you're going to get.

But that doesn't preclude the authorized user
fromrequesting the sodiumiodide dose in a range. You coul d
tell the radi opharmacy. Your chief technol ogist or you could
call up and say "We want 25 to 30 mlIlicuries of sodium
i odi de. "

Then once you receive the material, it needs to
be assayed prior to adm nistration, obviously. There's a
requirement in 35.53 that it be assayed prior to

adm ni strati on.
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Once you receive the material, you beconme aware
of what the actual amount is. You can then nodify the witten
directive at that point. Then, of course, the authorized user

woul d sign and date prior to the actual adm nistration of the

mat eri al .

Next sli de.

(Slide)

MR. CAMPER: Now, sonme questions to pose to the
Commttee. And then I'Il follow those questions in our

di scussion with sonme possible solutions or options for dealing
with this issue.

The first question is: Does this position pose a
probl em for the nuclear nmedicine practitioner?

MEMBER NELP: 1've never really heard of this
being a problem And | guess it surfaced w thout ny hearing
about it in the nuclear nedicine community.

MR. CAMPER: \When you say it's not a problem --

MEMBER NELP: | nean, | would never order a
range. | nean, for therapy we just don't. |'ve never
operated that way. And I don't know of anybody el se who has.
But where are these people practicing that you're referring to
specifically?

MR. CAMPER: Well, Sally, you took nost of the

phone calls. Do you have any idea? | don't think we want to



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

382

mention the institutions. | would say that it comes from
| arge and small institutions.

CHAI RMAN SIEGEL: | can give some exanples. In
fact, | can give sone of the exanples that Carol posed, the

sum of which are real, but | see it as a small problem

An exanmple is you see a patient today. And you
work in an environnment where there's no material on hand. And
ordering material takes a long time because of the budgetary
process in a particularly strapped institution. And you order
the material to be delivered two days from now because that's
how I ong it takes to get the purchase order issued. And you
order 12 mllicuries.

The patient then doesn't show up for an
addi ti onal three days because the patient gets confused. And
t he physician is not on site. And now the dose is only 10
mllicuries. |It's outside of the 10 percent because it's
decayed down. And the technol ogist is stuck and has to track
down the physician, get a tel ephone or fax authorization for
the new witten directive. And it's sort of inconvenient. So
that's one kind of a potential practical issue that will occur
al nrost never, but could inconveni ence sone people. That's
number one.

Nunmber two is the issue of if |I know what | want

to do nmedically and | don't care what the actual amount is
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within this medical range, why are you troubling nme for

anot her piece of paper? And | guess | understand that.

The truth of the matter is -- and Carol really is
right -- that I nmay see a patient with hyperthyroidismand I
may say | want to give that patient 8.9 millicuries of I-131.
Buzz nmay see that patient, and he may say "I want to give that
patient 15 mllicuries because that's the way | treat the
patient." And Dennis' doctor m ght see that patient and say
"I"'mgoing to use five mllicuries.”

VWhat Carol is saying is given the biol ogical
variability of the thyroid gland in therapy, given the fact
that there is such a w de range of practices, if she wants to
write a prescription that says 7 to 12 millicuries, it's
because she honestly believes that it doesn't make a darn bit
of difference whether the patient gets 7 mllicuries or 12
mllicuries. And she's nedically right in saying that.

Now, is that a practical problen? |s she tilting
at windmlls, as she often does? | don't know the answer, but
| see her point.

| also thought yesterday as we |istened to the
brachyt herapy di scussion that the prostate inplant stuff is a
pretty good exanple where it would be practical to be able to
say what | hope to achieve is sonewhere between 12,000 and

16,000 rads and if I'mlucky, when | get all those seeds in
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the right place, I'll do so and it would be nice if | could

wite ny prescription that way.

| can't tell if thisis a --

MEMBER STITT: | have a conment on that, too,
Barry, because when | saw it on the agenda, | actually thought
it was referring to brachytherapy. |It's been traditional to

tal k about | owdose rate, which has been done since |ate
1800s.

| want to give sonething between 20 and 30
centigray to a particular area to treat cervix cancer, and
that's standard of practice. But it's not the way the | aws
are witten that we have to deal wth.

MR. CAMPER: Well, let nme pick up on that for a
m nute. You just said sonmething, Dr. Stitt, that's very
interesting. It's our third question. [It's probably anongst
my list of questions, the one that | consider to be the nost
important. That is: If, in fact, it is the standard of
practice to order in a range; for exanple, in your case
brachyt herapy, and if it were a standard of practice within
the use of sodiumiodide -- I'"'mnot sure |I'mgetting that
signal, but | may be hearing the signal certainly in the world
of brachytherapy that it is, in fact, the standard of
practice.

It concerns nme imensely, | nust tell you, if our

regul atory requirenent or the interpretation of that
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regul atory requirement would be contrary to the standard of
practice.

And if that's the case -- and I'd |like sone
indication fromthis Conmttee if it is because if it's the
case when | explore some of the options in a few mnutes, |'d
i ke some indication fromyou at this point if it is standard
of practice.

Then what we might do under the options because |

find -- first of all, | find the argunents you've made, Dr.
Si egel, conpelling argunents. | think they don't occur very
often. | think nost tinmes people can deal with this in a

fairly straightforward fashion. But those are conpelling

argument s.

But, nost inportantly, if it's contrary to the
standard of practice, that's a significant problem | would
suggest .

MEMBER NELP: And | think there's sone confusion,
too, fromBarry's argunment and your argunment. We're talking
about a dose range, not a mllicurie range or not a -- | nean,
you i nplant X anount of inplanted material radiation expecting
to get a dose in this range. | give a patient 10 mllicuries
of radioiodine, and | estimate this will give 10 to 12
t housand rads, this particul ar dose.

But | nust say |'ve never heard anyone say "Well,

|'"d give them sonewhere between 7 and 12 mllicuries. It
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doesn't make any difference to me." That seens to be very,
very unusual

MR. CAMPER: Yes. The practice of the two
nodalities | think is --

MEMBER NELP: And you wouldn't say "Well, 1"l
put 5 to 10 mllicuries of these seeds in there" because
you'll tell exactly the kind of seeds you want in there and
anticipate a range in dose, --

CHAI RMAN SI EGEL: Buzz, let ne ask you a
gquesti on, though.

MEMBER NELP: -- | believe. 1Isn't that correct?

MR. CAMPER: That's correct

CHAl RMAN SI EGEL: Let ne ask a practical
guestion. You've got a patient in your clinic. Let's just
assunme for a nonment that you don't keep I-131 in stock like I
do. So it's never a problem

You' ve got a patient in your clinic who's got to

get out of there in a hurry. And you call Syncore up, and you

say "l've got a patient. | want to give the patient 10
mllicuries,” and Syncore says "l've got 8."

You don't say "OCkay. |I'mnot going to treat the
patient." You take the eight.

MEMBER NELP: | may not. | may or may not, --

CHAI RMAN SI EGEL: No, you may not.

MEMBER NELP: -- depending on the situation
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CHAI RMAN SIEGEL: | nean, | really see this as a

small issue. But | do think that this is one where the

regul atory posture is probably unnecessarily constraining the
reasonabl e practice of nedicine because the fact that Dr.
Marcus wants to wite a range doesn't nean that Dr. Marcus is
saying that the technology is picking the dose. \What Dr.
Marcus is saying is "I couldn't care |ess whether it's 6
mllicuries or 12 mllicuries.” And that's her medical
judgnment. That really is her prescription.

Wuld | do it that way? No. Do | think it's the
standard of practice? | agree with Buzz. | think people ask
for 10. And if they find out it's only eight, then they'l]l
wite a witten directive.

| do it a different way. | nmean, | wite the
order, which you can view as the witten directive, but we
have a subsequent part of a flow sheet that we go through.
And it's really the bottomline that nakes this is ready to go
in the patient. And if it turns out it's different than what
| originally wanted, |'ve basically already gone through the
change procedure.

But if | were the only physician in a small
clinic in Montana and today |I'm at the other hospital 75 nmiles
away, it's pretty inconvenient if | get a different dose. It
nmeans |'ve got to fax and they've got track ne down and bl ah

bl ah bl ah.
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MEMBER NELP: | have a comment. | m ght disagree

with Dr. Stitt. Mybe she's m sinterpreting what | think she
meant to say. But | think in ternms of the biological dose
rate, she's rate. | nmean, for |ow dose brachytherapy, we know
that a certain range -- we're aimng for a certain range.

When we wite the prescription in | ow dose
brachyt herapy, | don't know of anyone who is witing a range.
Usually it's a total dose to Point A, It doesn't matter how
you get there, whether it's 45 centigray per hour or 55
centigray per hour. But the prescription is a dose, not a
dose rate.

And | don't know anyone in brachytherapy who is
writing a dose range as a total dose to a certain area except
for the m sadm nistration in western Massachusetts where a
strontium applicator treatnment was witten as a very | arge
dose range, which | thought was not appropriate. But there
was al so m sadm nistration associated with it.

MEMBER STITT: Let nme clarify that. In typical
| ow-dose rate and brachytherapy -- and, in fact, there's even
sonet hing that we had in our pile of dead trees yesterday that
described it well, where you have to make sonething, a
specific coment, about your prescription but you actually do
it as you get toward the end of treatnment so that you m ght
put applicators in place, |ook at the plan, see how the

patient's doing. And you've got sonewhere between, say, 25 or
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even 20 centigray or 30 centigray |eeway that you want to
carry out during that treatnent.

So at some point you're going to nake a statenent
"I"'mgoing to make a treatnent decision of this particular
dose,"” but there is quite a range of acceptable within that.
And dependi ng on how the patient is doing, the tinme of day, if
they need to get the train to get home, that appropriate
t herapy could be anywhere within that range. So you will cone
up with the final decision.

MEMBER NELP: OCh, | agree with you. What's
medi cal |y appropriate, there's a range, but you're going to
have to prescribe. Eventually you're going to have to
prescri be an actual dose before --

MEMBER STITT: The point is that there's quite a
| eeway. But if you' ve nade a statenent and it's in print, you
could end up with a m sadm nistration because of the way the
laws are witten or the regulations are witten. And that
doesn't have anything to do with --

MEMBER NELP: You can change -- the quality
managenent rule allows you to change the prescription any tine
during the procedure prior to the term nation of the
procedure. | was involved in the discussions originally
before the QM rul e.

We wanted to make sure that was the case because

sonme patients becone nedically unstable during the inplant,
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not tolerating the inplant very well. You want to be able to
change the prescription as necessary.

MR. CAMPER: You certainly may nodify the witten
di rective.

MEMBER FLYNN: You may nodify the witten
directive prior to conpletion of the --

MR. CAMPER: Prior to conpletion. That's
correct.

MEMBER STITT: | just want to put one little pot
shot in there. | agree with you, and that's what we're told.
But | do as you do and the rest of us do, consultations and on
several of them | have done this year, the aura that the
doctor did sonething a little bit no-no because they made sone
changes in witing to try to avoid a m sadm ni stration.

And, as |I've dealt with different regions, it was
very clear in their mnds that they were trying to catch these
peopl e doing sonmething that was wong. And there's a real
adversarial type of relationship there.

CHAI RMAN SI EGEL: The whol e goal of the quality
managenment program and of the witten directive is to provide
a high level of confidence that the nmedical w shes of the
aut horized user are carried out by the individuals who are
supervi sed by the authorized user. Correct?

MR. CAMPER: Absol utely.
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CHAI RMAN SI EGEL: That's the philosophy. And I

guess the real issue is: |If it's the authorized user's w sh
for the patient to have 6 to 12 mllicuries of 1-131 and the
dose's within that range, why is that not a valid witten
directive in a purely legalistic sense, irrespective of
whet her it's the standard of practice?

Mark has a comment.

DR. ROTMAN: For the record, Mark Rotman

Three things I'd like to bring up. First of all,
as a practicing pharmacist, both in the traditional world and
in the world of radioactive drugs, | have filled radioactive
drug prescriptions that were witten in ranges going all the

way back to the mddle '70s, when | worked at the University

of Washi ngton Hospital Centers and clinics for Dave Allen, who

wor ked for WI Nelp. So it happened there back in the '70s.
It still happens today. It happens in ny practice of
radi ol abel i ng nonocl onal anti bodi es.

Because of the nature of radioactive drugs, the
nature of the difference in assay accuracies of dose
calibrators, it's virtually inpossible to pin down an exact
nunmber .

Now, does it really make a difference? Because
nmy understanding is the witten directive is not a
prescription. The witten directive is an NRC-created term

And the prescription is sonething conpletely different that
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a |l egal order fromthe physician to the pharmacist to fill a
drug.

So if the prescription has a range, so be it.

The final adm nistered dose to the patient is the witten
directive. Now, if you've sonehow created an additional piece
of paper that is burdensone because sonebody has to copy down
a nunber from what was assayed in the dose calibrator onto the
written directive, then that's another issue conpletely. But
traditionally in the practice of regular medicine,

non-radi oacti ve drugs, dose ranges are inplied and explicitly
asked for all of the tine.

Thi nk about the last tinme you had a bad acre pain
and the doc wote a prescription for a pain killer that said
"one or two tablets ever four to six hours as needed for
pain." | mean, those dose ranges are built in inplicitly.

The difference is with traditional drugs, they
cone fromthe manufacturer as a strength and they do not decay
away. So that you don't have the inventory variability
pr obl em

W th radi oactive drugs, you have an inventory
variability problem Mny, many, many tinmes | have been asked
"What have you got in stock? This patient needs to be treated
today." And if I tell themwhat |'ve got, "That will have to
do" is the answer | often get. That isn't exactly what they

want ed, but they'll take it.
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So we need to separate prescription order, which
Is a state board of nedicine and pharmacy type of issue, from
an NRC i ssue, which is the witten directive. Perhaps --

MR. CAMPER:. The question, Mark, that would
argue, then, that clearly on a prescription -- and you've nade
valid argunents for the use of a range. But fromthe
standpoint of a witten directive, then, are you saying that
it is appropriate to have a specified anpunt?

DR. ROTMAN: Well, the witten directive is
sonet hing the NRC created so that you can have a paper trai
to know what the doctor ordered and what was actually
adm nistered. It's different fromthe prescription.

If the prescription was witten as a range in
order to order the material and get it in, what nost people do
is once it comes in, they assay it in the dose calibrator.

And then they wite on the witten directive exactly what the
dose calibrator said for fear that if they wote down 28
mllicuries and 31 mlIlicuries cane in and they adm nister 31
mllicuries, sonmebody is going to question that as "Is that a
recordabl e event because it's just a tiny bit over 10 percent
fromwhat | ordered?"

If those 28 mlIlicuries were assayed on the dose
calibrator at any 3 different radi opharnmaci es, you woul d not
get 28 exactly in the 3. There's a variability built in that

we have to live with.
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So by cutting it to 10 percent and calling that a
recordabl e event and asking people for that sort of precision
with sonmething that has as nmuch built-in variability is
getting to be unrealistic.

But there really are two issues here. What Dr.
Marcus wants to order for her patients and call that a
prescription is one thing. What the NRCis going to require
on their witten directive is another.

Now, in conmmunication between the NRC and Car ol
Mar cus, you guys have referred to witten directive as
prescriptions in witing. Now, you may have crossed over a
i ne that got yourselves into trouble by referring to witten
directives as prescriptions. And unless you want to make that
distinction rather clearly that it isn't a prescription, that
it's just a way to record what was actually adm nistered to
the patient, you may have crossed over into the board of
pharmacy's and the board of nedicine' s bailiw ck.

MR. CAMPER: |If we have in any of our
communi cations used the terns interactively of "witten
directive" and "prescription,” we did not intend to do that.
You're absolutely right. The term"witten directive," as |
menti oned yesterday, was specifically devel oped. W avoi ded
the use of the term "prescription" because it has its own

meani ng.
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The written directive, though, was not prepared
so that there would be a record of. It was prepared so that
there would be a clear witten direction to the technol ogi st
as to how nmuch material to be adm nistered to the patient or
the radiation therefromto the patient.

It really wasn't an after-the-fact record so the
i nspectors could then go | ook and see what you actually did.
Rather, it was to be proactive.

DR. ROTMAN: Well, whatever was intended somehow
has beconme different fromreality. At ny institution witten
directives are not put in witing until the actual dose assay
I's provided to the physician who is going to adm ni ster the
mat eri al .

MR. CAMPER: That's consistent with the
obj ecti ve.

CHAI RVAN SI EGEL: There's a specific instruction
before the --

MR. CAMPER: Exactly.

CHAI RMAN SI EGEL: -- administration of the
radi oactive material. That's a witten directive.

DR. ROTMAN: That's certainly true, but if you
read the quality nmanagenent rule, it appears as if the
I ntended treatnment plan is witten ahead of tine and then it
is followed and if there are deviations fromthe intended

treatment plan, those are to be reviewed. And if you wait
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until the material arrives and then wite your intended
treatment plan, it seens |like the intended treatnment plan is
i nfluenced directly by what is avail able, not what was
i ntended by the doctor to begin wth.

Now, | know we've gotten way away from what your
ori ginal --

MR. CAMPER: | was getting ready to say we were

DR. ROTMA: So |let ne back off.

MR. CAMPER: A different but related issue.

DR. ROTMAN: | just wanted to make the point dose
ranges occur in nuclear pharmacy and in traditional pharnmacy
practice routinely. There are significant technol ogi cal
probl ems in supplying exactly what the physician ordered for
variety of reasons. And the prescriptionis really a
di fferent docunment than the witten directive. Those are the
three points | wanted to nmake. Thanks.

CHAI RMAN SI EGEL: And just a coment. Certainly
in the diagnostic study issue the range is comon practi ce.
That is the standard of practice. And, in fact, you al
acknow edge that in the NUREG on managenent of nedical
prograns when you tal k about the responsibilities of the
authorized user. It says "Typically the authorized user
defi nes acceptabl e ranges for patient dosages for specific

studies in a diagnostic clinical procedures manual."
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So it's quite acceptable to wite down that for
bone scintigraphy, the range of doses for MDP is 10 to 20
mllicuries. And that gives the technologists a |ot of | eeway
based on what's avail abl e.

MR. CAMPER:. Right.

CHAI RVAN SI EGEL: And the reason the authorized
user gives that | eeway is because the authorized user really
doesn't care because you'll get a passable study either way.

MR. CAMPER: So |I'm sensing, then, with regards
to the first question that it may be problematical, and you've
gi ven an exanpl e.

CHAI RMAN SI EGEL: For sone instances.

MR. CAMPER. Wth regards to the third questi on,
it sounds like it just m ght be the standard of practice.

CHAI RVAN SI EGEL: It could well be the standard
of practice except that NRCis trying to push it from not
bei ng the standard of practice by way of the witten
directive.

MR. CAMPER: Ckay.

MEMBER WAGNER: This is what | guess is grating
at me here, the fact that it is quite clear that this is
trying to direct the standard of practice in nmedicine, which I
don't think the NRC has any business doi ng.

This is a matter -- | ook at the questions up

here. Do nucl ear nmedicine practitioners refer to prescribe
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written directives with a range? They clearly are confusing
t hese two.

And it is quite clear that the witten directive
is witten for the NRC. It is quite clear that this whole
thing is done for the NRC, not for medical practice.

MR. CAMPER: Well, | wouldn't agree with the fact
that we're confusing the two. We know the difference. Now,
l et me make ny point. We know the difference between a
prescription and a witten directive, and we know that we
created the witten directive.

| mean, for exanple, we could have used ot her
words here. We could have said: Do you prefer to state the
anopunt of activity to be adm nistered on a witten directive
in a range? | mean, that's just words.

MEMBER WAGNER: Then why do you ask why it's the
standard of practice?

MR. CAMPER: Because --

MEMBER WAGNER: Because the prescription's the
standard of practice when you order sonething.

MR. CAMPER: The reason we're asking --

MEMBER WAGNER: The written directive is
different. How people do a witten directive is a different
I dea.

MR. CAMPER:. The reason we're asking you if it's

t he standard of practice, because a problem has surfaced.
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We're trying to find out how severe this problemis and what
we mght do to alleviate that problem

And, therefore, if you're telling nme that it is
t he standard of practice and our regulatory interpretation is
in conflict with the standard of practice, | need to know
that. That's very disconcerting and it causes nme to want to
do sonet hing about it, to make some suggesti ons how we n ght
resolve this problem That's why we're asking the question.

MEMBER WAGNER: Then | would agree with you
because, | nean, Point Nunber 4 is again a question that is
really difficult for me to conprehend how it can be asked:
Does the ACMU believe it to be acceptable for technol ogists
to deci de?

The inplication is the technol ogist is deciding.
The technologist is not deciding if it's within the range.
The question is just inappropriate for the situation that's
occurring if a range is given. The technologist is not naking
t hat deci sion.

MR. CAMPER: Well, the question is the
technologist. If you prescribe a range, the technologist is

t he person who ultimately nmakes the decision as to how nuch

will, in fact, be adm nistered.
Now, | understand. Arguably, the doctor has
al ready set the boundaries. That's your point. | understand

that. But in the opinions of sone, that decision as to how
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much shoul d actually be adm nistered, the anpunt, should be
the medical practitioner, not the technologist. That's why
t he question is being asked.

MEMBER WAGNER: But the practitioner nmade that
decision. The practitioner said --

MR. CAMPER: | understand.

MEMBER WAGNER: -- "I don't care as long as it's

in this range" --

MR. CAMPER: | understand.

MEMBER WAGNER: -- or "My prescribed dose is in
this range.”

MR. CAMPER:. Well, | find the |l ast question sort

of interesting having adm nistered a |lot of sodiumiodide in
my time as a technol ogist a few years ago. Having
adm ni stered therapy doses, having adm ni stered whol e body
scans as a technol ogi st and actually making that decision,
it's kind of interesting frommny perspective to see that
questi on bei ng asked.

And | think your points are well-mde. The
technol ogists follow the directions of the physician. And as
| ong as you were within the range prescribed or in this case
identified in the witten directive, you were confident that
you were carrying out the w shes of the physician and you were

okay. No one ever questioned that.
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But you get into a situation when regul ations
exi st, they have to be interpreted. And when they are
interpreted, you get into tar babies sonetinmes, and | think
this is one of those. And what we're trying to do is find out
how nmuch of a problemthis is and so forth.

What |'m hearing, then, a clear sense on each of
t hese, that, yes, in sone cases it's not a tremendous burden,
but, yes, it is problematical. It may well be in conflict
with the standard of practice.

It seens appropriate in the mnd -- is there a
cl ear consensus fromthe physician that it's appropriate and
acceptabl e that the technol ogists ultimtely nmake that
deci sion along the range? | assume there's a consensus of
opi ni on on that.

CHAI RMAN SIEGEL: If the physician directs a
range, the technol ogist gets within the range, then the
physi cian's orders were foll owed.

MR. CAMPER: Right. OCkay. W're clear. Let's
nove to the options or possible solutions, then.

CHAl RMAN SIEGEL: On the other hand, let nme just
say one thing, that there always is the potential for abuse.
And | think none of us would feel very good if there were
physi ci ans out there who preprinted a bunch of witten

directives that said "5 to 30 mlIlicuries" and technol ogi sts
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sinply zoomed in and said "Sign here" with a formall filled
out that just had the patient's nane.

But the goal of this whole process was to have
t he authori zed user, especially for 1-131 therapy and
di agnostic imging, either see the patient or at the m ni num
know sonet hi ng about the patient to make sure that this [-131
I's being given to the right human being for the right reason.

And so one could imagine that this range could be
abused. But, again, | don't think that's likely, worst-case
scenari o.

MR. CAMPER: Well, et ne nake an observation
about that. |If one goes back and | ooks at -- what brought
this witten directive about? | mean, acknow edgi ng up front
that the frequency of occurrence of msadmnistration is
smal |, al ways has been, still is, even smaller now, it
appears.

But in sone cases -- and we do tend to be
reactionary regul atory agency, sonetinmes even to singular
events. Perhaps in the m nds of sonme that's appropriate. In
the m nds of others it's overreaction. You'll get a |lot of
opi nion across the spectrum of opinion.

But there have been cases where, as | said
yesterday, things were not witten down, it was in the m nd of
t he physician, he gave verbal instruction. Wen queried, it

was this thing "Oh, yes. | have that here." They pull this
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little piece of paper out of their briefcase, and there it is.
And technol ogi sts have made m st akes because of that.

Today, though, | nust tell you that in sone cases
|'ve had sone sense that the practice you' ve just described
is, in fact, going on. Witten directives are created in
advance, and they're just signed off at the last mnute. |
think there may well be sonme of that going on.

But, again, the thing we've got to try to do is
to make, on one hand, to try to neet the intent of this
regul ation, at the sane tinme clearly not interfere with the
practice of medicine and not be overbearing.

So with that in mnd, |'ve heard your points.

Now | et's kind of explore sonme options for possibly doing
sonet hi ng about this. W could, for exanple, revise the

| anguage for a witten directive to allow a range,
specifically in rule |l anguage, allow the use of a |anguage in
a witten directive. That would require a rule change.

Now, the question we ask ourselves, then: OCkay.
On one hand, if this problemis a big enough problemthat you
m ght want to do sonething about it alone in rule space, you
coul d possi bly pursue that pathway.

On the other hand, given that we're headed for a
maj or revision of Part 35 and | can predict | think with a
fair degree of confidence that the quality managenment rule

probably won't | ook just like it does today in Part 35, if it
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survives at all, then the question beconmes: |Is that a
wor t hwhi | e approach? |Is the problem big enough to do that?

CHAI RVAN SI EGEL:  No.

MR. CAMPER: And the answer |'m hearing is no.
All right.

CHAI RMAN SI EGEL: That's ny opinion. Wuld the
rest of you agree?

MEMBER NELP: | think it's a non-problem

CHAI RMAN SI EGEL: Conti nue.

MR. CAMPER: So we have a consensus on that?

CHAI RMAN SI EGEL: Yes, sir.

MR. CAMPER: COkay. We certainly could exercise
enf orcenent discretion in this area. That's a fairly easy
thing to acconplish. W would sinply direct the regions, in
sense would direct the regions to -- if they find that cases

where a range has been used in witten directives, that it

a no never mnd. So note it, and that is it. That m ght be a

problemif there is a msadm nistration and a range is used
dependi ng upon the circunstances associated with the
m sadm ni stration.

Not all m sadm nistrations result in enforcenment

activities. Sonme do because of programmatic problens with the

qual ity managenment program Either it hasn't been devel oped

or it's not being carried out.
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| think we're now past npst instances when it
hasn't been devel oped. | nean, people have a programin
pl ace. They've adjusted themas a result of the first 1,200
letters we sent out. So now you're in the range of you m ght
not be carrying out your own QM prograns.

So concei vably you could have sone enforcenent
I ssues there. But otherwise if we just sinply find dose
ranges used, no problens, no m sadm nistrations, we could
I nstruct our inspectors to "Ckay. Fine. Just note it and
carry on."

VWhat's the reaction of the Conmttee to that
option?

MEMBER NELP: Ease up.

MR. CAMPER: Ease up?

CHAI RMAN SIEGEL: It makes sense. And in a way,
| suspect OGC woul d probably disagree. And | think they
probably already have. But in a way | don't think that's
i nconsi stent with the | anguage of the quality managenent rule
because it never explicitly says that the witten directive
can't include a range.

MR. CAMPER: Well, before we sent the newsletter
out, we did confer. And their interpretation was that a

number is what the rule says. That's their interpretation.

CHAlI RMAN S| EGEL: | under st and.
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MR. CAMPER: So the feeling about enforcenment

di scretion is generally?

CHAI RMAN SI EGEL:  Sensi bl e.

MR. CAMPER:  Sensi bl e?

MEMBER FLYNN: Can | ask a clarification now?
We're tal ki ng about nucl ear nedici ne diagnostic or nucl ear
medi ci ne di agnostic in nuclear nedicine therapy?

MR. CAMPER: |'m tal king about any nodality
affected by the quality managenment rule. M opening position
woul d not be to indiscrimnately ignore themin sodiumiodide,
but pay attention to themin therapy. | would want to
practice a uniform policy.

And | guess what | need to know fromyou: From
the therapeutic end is that a problemin terns of the
tel et herapy and brachyt herapy, is that an appropriate posture
to take?

MEMBER FLYNN: | don't think it is. | think a
range i s not appropriate for teletherapy or radiation
oncol ogy. W're going to give between 120 and 240 centigray
per day with the teletherapy? | don't understand what the
range neans for tel etherapy.

MEMBER NELP: This is 100 seeds. Do you see
t hat ?

MEMBER FLYNN: Ri ght.
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MR. CAMPER: VWhat |'m saying is not so nuch from

a practice standpoint is it appropriate. |'msaying if our
i nspectors where to find a witten directive or a range for
tel et herapy or brachytherapy had been specified, as opposed to
an exact anount of dose to be delivered.

MEMBER FLYNN: That would be a big problem |
think that would be against the standard of practice of
radi ati on oncology. In radiation oncology a dose is
prescribed, not a range.

CHAI RMAN SI EGEL: But then it's going to be
regul ated in an independent way, then, because it's not the
standard of care. | nean, see, here you're saying, Dan,
"Oops. My God. It's not the standard of care"” and then "We'd
better make sure the NRC enforces the standard of care.”

The NRC does not enforce the standard of care.
W do. So the fact that we've got a little flexibility in NRC
regul at ory space doesn't change the standard of care. W set
it. We determine it. And we don't need the NRC s hel p.

MEMBER FLYNN:  Well, | think in radiation
oncology -- | mean, Judith can speak up, but | think the only
thing we're encouraging is there are sone practitioners out
there that would -- the only individuals in ny opinion to then
use a range would be those that would be deviating fromthe
standard of care and would be doing so to avoid the

consequences of deviating fromthe standard of care, being
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able to use a "Well, I"'mw thin NRC guidelines because, well,
| was supposed to take the inplant out at 6:00 o'clock, but I
put a 12-hour range. So | decided I'd wait until the next
norni ng and take the inplant out."

| think that's foolish. That would just create
confusion in the radiation oncology if you cane out with a
range acceptable for brachytherapy, when the inplant woul d be
t aken out.

MEMBER STITT: Actually, that's how people
practiced for years. | nean, | think you have to separate the
regul atory business fromthe practice of nedicine business.
Flexibility just makes it easier to practice nedicine.

And dependi ng on which part of radiation oncol ogy
you |l ook at, you're right. People aren't going to wite a
t herapy cobalt prescription to say "G ve between 100 and 240
centigray per day," but that's just because the practice of
medicine is that way. Wen you start | ooking at iodine-125
seeds or even iridiumseeds, the flexibility mkes it easier
to practice nedicine.

So | don't see -- | certainly agree with what
Barry said. The practice of nedicine is regulated by those
who are practicing nmedicine. And this would make it somewhat
| ess onerous to have a regulation that's not going to be so

confi ni ng.
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MR. CAMPER: Well, why don't | say this for sake

of time? If it turns out that we decide to pursue the
enf orcenent discretion route, then what I would do is we would
consi der what's been said here today, the difference between
the use of sodiumiodine and the use of teletherapy or
brachyt her apy.

And if, for exanple, we were to draw a
di stinction between those two in ternms of enforcenment space, |
woul d want to run that guidance to the regions by Drs. Stitt
and Fl ynn before we send it out and et your specific opinion
and feedback about what we said in witing about enforcenent
di scretion policy. Ckay?

But at this point | don't know whether we're
going to with that option or not. W certainly have your
advice on record. And it is an option of consideration. But
|'"ve heard this difference, which my or may not be so subtle.

Anot her possible way of |ooking at this would be
to say "Look, this is not a big deal, guys because our
regul atory threshold is greater than 10 percent."” It's not
equal to or greater than 10 percent. That's an error. |It's
greater than 10 percent, and that's the recordabl e event.

So if it's below the threshold or recordable
event, what's the big deal? You don't need to do anything

about it. It doesn't trigger the regulatory threshold.
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| f one | ooks at 35.53, you are required to assay
the dose before adm nistration. It doesn't specify the
tol erance, just says you've got to neasure and record what you
prescri bed and what you adm ni stered.

So if the difference between what you actually

request ed and what you actually get an adm nister is bel ow 10

percent, just don't pay any attention to it. It's no big
deal. It doesn't trigger our regulatory threshold.
CHAI RMAN SIEGEL: | actually think that is the

standard of practice.

MR. CAMPER: Ri ght . So, | nean, we --

CHAl RMAN SIEGEL: If | tell ny pharmacist | want
10 mllicuries of 1-131 in a syringe and it conmes out 11, |
take it because it's not ALARA to force it down to 10.

MR. CAMPER  Right.

CHAI RMAN SI EGEL: It makes her exposure higher.

MR. CAMPER: | understand. And I'm sinply saying
you could just keep operating with that m ndset where we have
this 10 percent that we can work with in terns of a recordable
event. As long as we stay bel ow that, just adm nister the
dose and it's a regulatory no never m nd.

CHAI RMAN SI EGEL: Ri ght.

MR. CAMPER: | nean, you coul d operate under that
m ndset is all |1'm saying as an option, anongst the other

options. By contrast, you could say: Look, we're going to
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make sure there is a specific dose and the authorized user is

going to be involved in every case. And you're going to go

about changi ng your business in how you do it differently.
You will be involved. For exanple, under the

adm ni strative procedures idea, you could set up in your

procedures that the dose will be adm nistered provided it's
within 10 percent. |If you assay the dose and you find that
it's greater than 10 percent, cone see ne, and |I'Il nodify the

written directive as an adm nistrative procedure. You could

do that.

So, | nmean, in one case you're actively
physically invol ved, you see themall, you sign them et
cetera. In the last bullet you set up a set of adm nistrative

procedures for dealing with it. So those are other options.
So |'ve already discussed about five options, | guess.

So | think the last two or three options kind of
| ook at this and say, you know, the burden here is not
prof ound, and there are things that you can do about it froma
practi ce managenent standpoint to deal with this problem and
keep it a no never mnd or there m ght be sone things that we
could do also to help alleviate what m ght be a burden.

Do you have nmuch of a reaction to those |ast two

or three options?
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CHAI RMAN SI EGEL: Well, | mean, the specific dose

is the status quo. And the adm nistrative procedures are a
nmodi fication on the status quo.

MR. CAMPER: That's right.

CHAl RMAN SI EGEL: No, no reaction. | mean, |
really think -- you spent a lot of time on this. | really do
think this is a small problemin the final analysis. And |
really support the underlying phil osophy of the quality
managenment program which is that for therapeutic procedures
and for procedures that involve |large doses of [-131, it's
appropriate for an authorized user to be in the |oop and nake
a decision and give the directions.

Whet her you deal with this issue right this
m nute or whether you keep that clear target in mnd as your
Part 35 revision starts to roll up is | think sem -irrel evant.
What's inportant is you want to get that acconplished w thout
havi ng the paper trail burden and w thout having the standard
of care nodified in the process.

And maybe with cl ever |anguage the next tine
around, this will be less of an issue. The real issue for the
di rections of the authorized users that are in accordance with
t he standard of care, which we'll define, followed out by the
peopl e wor ki ng under the supervision of the authorized user.

In Dan's case -- and | agree with him | don't

know a tel et herapy physicist in the world who would wite -- |
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mean, physician who would wite 120 to 240 centigray per day.
They won't wite --

MEMBER FLYNN: There was a m sadmni ni stration that
| | ooked into where the radiation oncol ogi st, who wasn't
Board-certified, gave verbal instructions and then was uncl ear
about the dose. But of the 3,000 radiation oncologists in the
United States, | don't know one --

CHAI RMAN SI EGEL: But you all are not taught to
Wwrite your prescriptions and your treatnent plans in a dose
range. You're taught to say fractions of 200 centigray per
day, and you've got machi nes that are capabl e of maki ng those
measurenents to the nearest mllisecond in terns of the
timers. And so you do it that way.

You' ve got problenms with brachytherapy because
you don't know at the front end exactly where the sources are
going to be, but the quality nmanagenent rule allows you to
make adjustnents. And it's really only with I-131 where there
really is this great therapeutic flexibility and the potenti al
to inconveni ence and occasi onal physician who works at two
renmote sites that this comes up.

So maybe enforcenent discretion is the best way
to deal with it for 1995, but keep that clear objective for
1998 or '7 or whatever.

MR. CAMPER: Yes. | think if in the final

anal ysis when we revise Part 35 if you assume for the sake of
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t he di scussion that the quality nanagenent conmponent of Part
35 would survive, | think that the interaction with the
regul ated comunity the next tinme around will be a |lot nore
focused upon: Okay. |If this thing is going to be around,
what should it really | ook |ike?

| mean, | think the first time around ny

I npressi on was there was an opposition to the idea

phi | osophi cally anongst many. | think if you get to the point

where it's going to be in there for the sake of discussion --

and that will need to be di scussed. I don't know that it wl

survive or not. But if you get to that point, then clearly
the focus becones: Okay. |If you're going to have it, what
should it ook Iike? And what would not be a burden to the
conmuni ty?

Ckay. Thank you very much.

CHAl RMAN SI EGEL: Any final coments, anyone?

(No response.)

CHAI RMAN SI EGEL: Ckay. Good. Janet, talking
about revisions to Regul atory CGuide 10. 8.

MS. SCHLUETER: Good norning. Originally we had

a couple of hours blocked out for this discussion, but | don't

think it will be long. And we won't go into that detail ed of

a review of the work that we've done thus far, but | wll

provi de you an overview of the project. And you have received

four licensing nodules in draft for discussion.
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For those of you who are less famliar with
Regul atory Guide 10.8, this is a sanple copy. And this is the
book which nedi cal use applicants use to conplete their
i cense application forns and submit to the NRC for review

It basically contains a body portion up front
full of general information, appendices in the mddle to give
nodel procedures, and exhibits at the end which are nodel
forms to be used. The current version that we're all working
fromis Revision 2, which was published in August of 1987,
after the rule was published in April.

You' ve heard us tal k about the five-year nedical
managenent plan that the NRC uses to nmanage at |east a portion
of its regulatory program |'mthe project manager for the
nmedi cal managenent plan, and it has approxi mately 90-sone
action itenms in the plan over a 5-year period of tine. It was
I mpl emented in October of '93. The revision of Reg Guide 10.8
is one of those such action itenms in this five-year plan.

The scope of the current revision that we're
wor ki ng on now and that we have before you is fairly limted.
The purpose is to consolidate |icensing guidance that we have
currently in internal policy and gui dance directives, standard
review plans, and simlar types of docunents so that Reg Cuide
10. 8 becomes a nore conprehensive |icensing manual, both for

applicants, |icensees, and the NRC staff.
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The idea is to add as rmuch information to Reg
Gui de 10.8 that the applicant will be able to submt a very
conprehensive |license application. The NRC staff will have
nore information on the front end for which to conduct its
review. And the process of identifying deficiencies through a
| etter back to the applicant and so forth we hope to be
I ncreased and nore efficient in that the volume of information
provided to the applicant will be greater.

So what we're trying to do now is to add nodul es.
We're referring to them "nodul es"” for lack of a better term
We're trying to add nodules to 10.8 to provide this |icensing
gui dance for all types of nedical use currently authorized.

There are three nodules that we have that will be
affected by the final patient release rule. Qut of the tota
of seven licensing nodules, the three that will be affected by
this release criteria are: The radioactive drug therapy
nodul es, nobil e nedical service nmodul e, and manua
brachyt herapy, for the obvious reasons.

If the limts change on when you can rel ease a
patient, therefore, the guidance will change on what radiation
safety instruction is appropriate, when can you |et them go,
how nmuch activity can you adm nister in a nobile nedical
service scenario and so forth. So in some ways these draft
i censi ng nodul es and Reg Gui de 10.8 are evol ving now and wil |l

continue to do so in the next few nonths.
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As | nentioned, the medical managenent plan has
as part of it this major revision to Part 35 that we' ve been
referring to over and over again. Naturally when Part 35 is
revised, we'll have to turn around and overhaul Reg CGuide 10.8
again to reflect the new rule.

But we needed a fix now. We needed to provide
nore conprehensive licensing guidance in the interim That's
what we're trying to do with this project now. beef up Reg
Gui de 10.8 to consolidate our |icensing guidance for all types
of medi cal use, Band-Aid fix, let Part 35 rulemaking run its
course, and then overhaul 10.8 again.

In order to acconplish this, as project manager |
arranged for a task force which consists of headquarters and
regional staff. We have about 12-13 nmenbers or so. And we
devel oped wor ki ng groups to devel op the seven different
i censi ng nodul es.

There have been four devel oped so far, and you
have received those four. Our NRC regional offices are
lagging just a little behind you in the sense that you
actually have all four in your book. They have received two
along with the agreenent states, other NRC offices here at
headquarters. And the second set, the radioactive drug and
nobi | e nedi cal services, are en route to the regions.

So they're lagging a little bit behind you. |If

you were to call them about the specifics, they wouldn't have
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it in front of themat this time. So you have four. You
have: The manual brachytherapy; teletherapy; radioactive drug
t herapy, which is new, and nobile nucl ear nedi cine.

The manual brachytherapy, as it stands now, this
gui dance is currently located in our standard review plan and
internal licensing guidance. There really isn't a
set-specific docunent to provide just guidance on manual
brachyt her apy.

The teletherapy is a current draft reg guide,

1985 | believe, pretty old. And there's really nothing nuch
new in the teletherapy arena, as you know. So it's a matter
of taking this old draft reg guide and changing its format and
placing it into Reg Guide 10. 8.

Al so when the draft tel etherapy reg gui de was
devel oped, there wasn't the specific requirenments and criteria
in Part 35 that there is today. So sonme of this information
that was currently in the old draft teletherapy guide has, in
fact, been superceded by the rule and can be, thus,
el i m nat ed.

Radi oactive drug therapy is a new nodul e for us.

I n nobile nuclear nedicine, we have a current policy and

gui dance directive on nmobile nuclear nmedicine. |It's been out
for about three years. And since then we've seen different
scenarios evolve in the nobile nedical service arena. And,

therefore, there are things that we need to do to that nodul e
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now to reflect current practice and current |icensing
practice.

The ones which are still in devel opnent are the
ones listed there to be issued for first-round comment. And
that's renmote after-1|oading brachytherapy, which, in fact, is
a revision of the existing Policy and Gui dance Directive 86-4,
whi ch we di scussed yesterday. And sone of that |icensing
gui dance, as you nentioned, needs to be revised and, as we
al so discussed, will probably be codified in Part 35
eventual | y.

The gamma stereotactic radi osurgery is new. W
have issued |icenses for ganma stereotactic radi osurgery, and
we have done that based on tel etherapy guidance and al so just
good heal th physics practices and have cone up with |licensing
gui dances for the gamm knife.

We also have in parallel with this effort a
research contract study that has just been conpleted on
qual ity assurance, quality control in the gamma knife, which
has provided us sone useful information that will be
i ncorporated into the nodul e.

The training and experience nodule is going to be
gui dance that was based on the draft P&GD that we issued in
"94, which was the center of our energetic discussion
yest erday afternoon.

CHAI RMAN SI EGEL: VWhat's it going to say?
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MS. SCHLUETER: Well, it has other issues in it

besi des the hot one we had yesterday. So it's going to talk
about things like, let's see -- | wish | had it in front of
me.

CHAl RMAN SI EGEL: That's okay. | actually don't

MS. SCHLUETER: They're a little bit nore generic
and admi nistrative in nature, and naybe we won't expl ain that
ri ght now.

CHAI RMAN SIEGEL: It was a rhetorical question.

MS. SCHLUETER: Okay. |'IIl take it as such.

In order to do this interimBand-Aid fix on Reg
Gui de 10.8, we originally thought that we would just devel op
the licensing guide as nodules and let it go at that. But
then as we know, there have been clarifications that have been
needed to Reg Guide 10.8 since it was issued in 1987, things
that we felt like either were inconsistent with the rule,
weren't clear enough, we could have provided additional
i nformation on and so forth.

So we thought, "Well, we can't let the licensing
gui dance nodul es go out al one. People won't really understand
the project in toto and how it all fits in with Reg Guide 10.8
and so forth. So while we're doing the nodules, let's
over haul the general body of Reg Guide 10.8," the information

that's contained up front in Pages 1 through 16.
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So what we've done thus far is to make a
first-round draft of the revision of the body of Reg Guide
10.8. And now we're working on the nodul es as well.

The draft nodul es and the revised body of Reg
Gui de 10.8 are scheduled to be issued for public comment in
accordance with the nmedi cal managenent plan this fall. But we
need to recogni ze also that there are sone outside forces
which affect the timng of this project.

As | mentioned al ready, there's one rul emaking,
pati ence release, which will have sone effect on three
nodul es. That rule is scheduled to go to the EDO for
Comm ssi on approval late June of this year. |If it's on track,
t hen we can stay on our track of the Septenber-QOctober tinme
frame. If that gets waylaid, we're going to be a little
behi nd.

Also, as | think we'll hear later this nmorning on
BPR, the business process re-engineering, there is this other
paral l el, much nore conprehensive, effort in the licensing
gui dance arena and how NRC processes license applications and

so forth that could affect the final product in the sense:

How wi || we distribute this docunent for public coment? What
will it look like? WIIl it be attached to other |icensing
gui dance?

| think Dr. Cool's idea is that there be one

single huge regulatory guide for all materials licensing. So
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Reg Guide 10.8 could be lunped into a nuch nore vol um nous
volume of information for materials |licensees in general.

So we have to feel these things out and see what
their inpact will be on the nodules in the project that we're
doing thus far. But it is interesting to note that one of the
maj or concepts of BPR is these i ndependent nmanagenent teans.
We had, in fact, already begun that approach to this project a
year and a half ago, when we devel oped these worki ng groups,
and sought regional and headquarters expertise to develop the
gui dance that we have thus far.

So we're working along in parallel |ines, but
we' re cogni zant of each other's efforts. And it could affect
the timng of this project.

Now, in light of all of that information, as I
mentioned early on, my goal this norning was not to go into a
detailed review of these licensing nodules. And that is
because what you have before you is a version which has just
gone to our regional offices, two out of the four. The other
two are en route.

| have received a significant amobunt of comments
fromthe regions on the manual brachytherapy and the
tel et herapy nodul es. Those need to be considered by the
wor ki ng groups, and the nmodul es need to be revised. The
radi oactive drug and the nobil e nucl ear nedicine they do not

have.
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Once those nodul es are revised based on regional
comment and so forth, | think that that would be a better
opportunity for ACMJ nenbers to focus nore intensely on each
nodul e.

We do think it's inportant, very inportant, that
we have your input on these nodul es before they go for public
comrent, which is scheduled this fall

So | m ght suggest to you, M. Chairman, that we
do one of two things: W either send to you all draft
l'icensing nmodules in a nore final state |ate summer and
solicit ACMJU comrents through you in a witten format or
however you choose to do that back to us or we or you decide
to convene a subcomm ttee of the ACMJI and actual ly work
t hrough the | anguage of the draft nodules |late sumer in a
wor ki ng group environnent here in headquarters and so forth.
That woul d take a good day, day and a half, | would i mgine,
at | east, because there are seven, nuch | ess the general body
up front of Reg Gui de 10. 8.

So we're very interested in getting the coments.

| don't want to do that today. | don't think people are even
prepared. | think it would be premature and a waste of your
time to go into that detailed of a discussion. | amgoing to

step through them though, for general concepts of the

modul es, but not in detail.
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CHAI RMAN SIEGEL: | guess there's a third option,

MS. SCHLUETER:  Sur e.

CHAI RMAN SIEGEL: -- which is that any one or two
of us at a given nmonent could conme in and neet with staff as
consul tants, --

MS. SCHLUETER: Certainly.

CHAI RMAN SIEGEL: -- not requiring the public
meeting format that a formal subconmm ttee neeting would
require, and give you our thoughts. Then those nore digested
t houghts could be presented at a subsequent formal ACMUJ
neeting as a way of getting comentary.

So | think all three options work. M sense is
that it's inmportant enough to discuss these with staff so that

people just witing their comments and sending them back to

you will not be as effective as the opportunity to sit down
with you.

And so | think I'lIl leave it to you whether you
woul d prefer to do using groups of us as consultants, |ike

brachyt herapy, tel etherapy. You could have --

MS. SCHLUETER: Ri ght .

CHAI RMAN SI EGEL: -- Judy and Dan and if you get
t he brachyt herapy therapists on board cone in and nmeet with

sone staff for part of a day or as a subconmttee. For the
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ot her things you may want to get a slightly different group.
And we can do either one.

MR. CAMPER: Yes. (Good suggestions. | think
with regards to the idea of subgroups or parts of the
Commttee -- and it may be an adm nistrative issue, but | want
to nmake certain that the guides undergo the review and the
opi nion on record of the ACMJI . Now, your subcommttee
approach woul d cause that to happen.

CHAI RMVAN SI EGEL.: Correct.

MR. CAMPER: It's not clear to me as | sit here
ri ght now, though, that two or three individuals neeting with
-- how woul d you then translate that into the Commttee's
review of --

CHAI RVAN SIEGEL: If we did it that way, then the
Committee would have to review it at the tinme of the next
formal neeting. And, as | think we did with the patient
rel ease criteria, a group of individuals canme in as
consultants. And they provided a report of what they had
di scussed with the clear understandi ng that what they had
di scussed was not the actual formula process of consensus
generation. |It's a fine point. And | understand the FACA
requi renments that make the distinction.

But subcomm ttee neetings are fine. It's just

that it puts the additional burden on you of booking a room
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noticing it in the Federal Register and all of that, but it's
easy. Let's do it.

MR. CAMPER: Well, if we took the approach that
you were di scussing just a noment ago, you end up then with
the ACMUI's comments and formal review, if you will, being on
record during the public comment period, --

CHAl RMAN SI EGEL: Correct.

MR. CAMPER: -- which is okay, but --

CHAlI RMAN SI EGEL: You'd rather have them first?

MR. CAMPER: |'d rather have themfirst. 1'd
rat her --

CHAI RMAN SI EGEL: Then let's do subcommittee
neetings. | nmean, | think we'd better get noving, but | think

i f you want groups of three or four of us to cone in as
subcommittees to | ook at different chunks of these during the
summer, we'd better start thinking about dates real soon.

MR. CAMPER: Well, last evening at about 9:00
o' clock Janet and | were discussing that very thing.

MS. SCHLUETER: 10: 00, Larry.

MR. CAMPER: Was it 10:00? I'msorry. |I'm
getting into the Barry Siegel syndrome. | could have sent her
an E-mail, but | didn't have a conputer at hone.

Really, the timng woul d al nost have to be

certainly by the end of July at the | atest.
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CHAlI RMAN S| EGEL: Let's do it. | nmean, we don't

have to do it right now, but --

MR. CAMPER: We could set it up

CHAI RMAN SIEGEL: -- let's you and | go figure it
out .

MR. CAMPER: Yes. And we could set up a
subcomm ttee neeting that would occur here if we have staff
access and so forth and so on.

CHAI RMAN SI EGEL: Yes. It needs to be here.

MS. SCHLUETER: Okay. So having settled that or
sonmewhat settled that, 1'lIl give you just a brief overview of
what we were trying to do with the body of Reg Guide 10.8 and
wal k t hrough the nodul es just briefly to I et you know sonme of
t he highlights of the nodul es and their purpose.

The body of Reg Guide 10.8 in Rev. 2 is Pages 1
through 16. It's been expanded to about Pages 1 through 40.
And when | said that to Myron, he got real excited. And he
said, "Oh, ny God. You're going to require even nore
i nformation fromthenf"

And | said, "Well, the idea is to provide nore
i nformation on the front end so that the |licensee or the
applicant has a better idea of all the information that NRC
needs during the |license review process.” W were trying to

gi ve nore conprehensive information.
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The NRC has a systemin place where you put out a
reg guide for the public and then internally you have what you
call a standard review plan, which is usually the reg guide
with possibly some reviewer notes thrown in throughout to add
addi ti onal guidance to the reviewer.

Wel |, that concept is fine, but we decided that
per haps we'd nove away fromthat slightly and increase the
body of know edge in Reg Guide 10.8, anything that the
i censee or applicant may even by chance need to know and nake
it nore conprehensive so that our standard review plan
internally will ook sonething nore Iike a nodel |icense and a
checkl i st.

The kinds of things that we did under the m nor
adm ni strative cleanup are m nor, you know, things |ike our
regi onal offices have changed addresses, nmoved around. W' ve
added an NRC regional map. We're going to add an agreenent
state map into the body up front, conform ng changes to
references to the regul ations, such as Part 20, that have
changed, and so forth.

The new information that we' ve added to the body
of 10.8 to make it nore conprehensive and hopefully nore
efficient in the licensing process are things |ike we need to
add a discussion on the need for a QM plan which somehow in

all of this flurry of activity on QM1 failed to put in thus
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far. So it's not in the copy you have now. | don't know how
we forgot about QV but we did.

CHAI RMAN SI EGEL: | can understand why you did
t hat .

MS. SCHLUETER: So we'll need to add sonethi ng,
bringing it to their attention, of course, that there is a
need for certain types of use to have a quality managenent
program

We have enhanced a di scussion on the rol e of
executive managenent. This does stem out of the draft NUREG
1516 on managenent of radioactive material safety prograns at
nmedi cal facilities. This is to heighten the awareness of
executive managenent, if you will, of their responsibility
over the licensed program

We al so added new things like reference to the
training and experience criteria for authorized nucl ear
pharmaci sts that didn't exist before January 1, 1995. It's
I mportant to note. And we lay out the criteria or, else, we
reference it where it can be found. | can't renenber which.

And we discuss a little bit about neasurenent of
al pha and beta dosages; in other words, reliance on the
manuf acturer and so forth. So this is another parallel effort
that | didn't nmention. W' ve had to nove along with
Donna-Beth's and Sam s efforts in the radi opharnmacy arena in

order to have Reg Guide 10.8 reflect those changes as well.
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Everything that happened to Part 35 with radi opharnmacy,
meani ng 35.52, .53, and so forth, we need to reflect as well.
So we evol ve and evolve and continue to evolve. And it's got
to stop sonewhere this fall.

Also a rem nder of air em ssions control and
conpliance with Part 20 limts there. It wasn't there before.
And we've added sonme information on waste managenent, |ike
returni ng sources back to a manufacturer.

Earlier version just says "Well, you've got to
have waste di sposal procedures. And if it's not the nornal
decay in storage, tell us what you're going to do.”™ So we've
tried to provide nore conprehensive gui dance in options that
i censees currently exercise to get rid of their radioactive
wast e.

Now, in order to give sonme credit here to the
peopl e who actually wote these nodules, it wasn't ne. W had
staff menbers in the nedical and academ c sections, as |
menti oned, and al so regi onal people. Trish Holahan was the
primary author on the manual brachytherapy. On teletherapy it
was JimSmith. On radioactive drug therapy it was Sally
Merchant. And on nobile nmedical services it was Torre Tayl or.
And they had regi onal conponents to assist themin this
effort.

So I'Il talk about these nodul es, but they

deserve the credit in tine and effort in witing them That
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nmeans | don't really know anything about them and you're going
to have to ask them Right?

The manual brachytherapy nodul e was created to do
many thi ngs, one of which was to address the use of the
strontium 90 eye applicator, because there is no specific
| i censi ng guidance laid out explicitly for the use of that
devi ce, although we have it in other |icensing guidance
docunents that we're using.

It al so addresses tenporary inplants, permanent
i npl ants, and eye plaques that use iodine-125 or palladi um 103
seeds. Eye plaques are considered an interstitial treatnent
and are authorized under 35.400.

It al so discusses topical, interstitial, and for
NRC purposes the fact that inter-cavitary equal inter-|lum nal.
There is no distinction in our m nds.

There's an enhanced training programfor nursing
and ancillary staff and contractors. It goes into things |ike
t he awareness of the quality managenment program and what t hat
means to individuals who are caring for the patient and
ot hers.

We suggest that the training be very specific for
nurses caring for these patients in brachytherapy. For
exanmpl e, there needs to be training where dummy sources are
shown to the nursing staff so that they'Il be famliar with

the size and appearances of these sources, energency kinds of
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drills, if you will, and in the event that a dislodged source
is noted by nursing staff, what do they do, who do they call.
This gets into some of the discussions that we went through
yesterday as well, reacting to energencies.

Also it discusses necessary conponents of the
radi ati on safety program such as facilities and equi pnent,
what type of shielding do you need to have avail able for
i mpl ant patients' roons and renote handling devices as well,
personnel nonitoring if it's required by 20.1502 and how do
you give theminstructions on the use of that device and
records that are associated with the uses of those devices,
handl i ng of sources, equipnment that's necessary, training of
personnel, and so forth, also inplant source records.

What that really neans is your use | og, where did
you take the sources to use, who did you inplant, what room
was it in, what tinme did you take them who took them and so
forth; and inventory. You need to have a | ocked safe, a
trained staff, a map of the source location, verification of
t he sources upon receipt fromthe manufacturer, when you took
themto the room again and when you returned, did you have the
sanme nunber or do you suspect there's been one | ost and so
forth, the normal radiation safety protection procedures that
you woul d have when you conduct inplant therapy.

Area surveys, the quarterly surveys that are

currently required and post-explant and patient prior to
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patient release as well and, as | nentioned, tenporary
i mpl ants and permanent inplants and the rel ease of patients.

There's an inportant itemto note under the
permanent inplant portion | think in the sense that we rem nd
| i censees that a patient who has undergone an i npl ant
procedure for a permanent therapy procedure, |icensees are
rem nded that once that patient is released from confinenent
pursuant to 35.75, the NRC does not hold the |icensee
responsi ble for the inplanted material .

However, we've had cases, had |icensees cone to
us that had exhi bited good health physics practice in the
sense that if they released a patient today and that patient
had a nedi cal emergency and di ed on Saturday or Sunday or so
forth, they would take it upon thenselves to contact the
enbal mer, nortician, or whatever, and at |east |et that
I ndi vi dual know that yes, there are iodine 125 seeds inpl anted
in the neck and so forth and so on.

So we woul d expect that. And we see that
i censees denonstrate this type of health physics practice.
And naturally we endorse that, but we rem nd |icensees that
once the material is released, it is released from your
control. W are no longer responsible for it as far as the
NRC i s concer ned.

| did want to nmention, | didn't nention before,

t hat each nodul e has a glossary attached to it. And that's
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just to sort of help the reader, help the individual who may
not be perhaps so famliar with the nedical use area, maybe
t he managenent types and so forth. [It's a pretty basic

gl ossary, nothing too exciting.

The second nmodul e is teletherapy. It basically
-- sorry. | guess we should open it up for comments on each
nodul e. Sorry about that.

CHAI RMAN SI EGEL: Any big picture itenms on the
brachyt herapy nodul e?

MEMBER FLYNN: Yes. I'mreally happy to see this
here because |'ve been | ooking for this for four years now.
The training for nursing staff is 1,000 percent better than it
was in the past.

MS. SCHLUETER: Great.

MEMBER FLYNN: And | really want to conpli nment
you on that. | had a few comments, but |I'mnot going to give
t hem now.

MS. SCHLUETER: Okay.

MEMBER FLYNN: But it's excellent.

MS. SCHLUETER: Well, if you even want to mention
those to Trish directly, we'd be happy to make those
nmodi fi cati ons now.

Did you have comments, Dr. Stitt?

MEMBER STITT: No. To keep it short, | won't

except | agree strongly with what Dan had to say.
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CHAI RMAN SI EGEL:  Good.

MS. SCHLUETER: Good.
CHAI RMAN SI EGEL: Al'l right.
MS. SCHLUETER: Great. Now, teletherapy.

There's not nmuch to say about teletherapy, really, in a sense

that: Has tel etherapy changed? No. Have the devices
changed? No. |Is its use increasing? No.
We had a draft |icensing guide that was put out,

as | nmentioned. A lot of that information has been codified.
The idea sinply is to change the format of that old reg guide
and dunp it into Reg Guide 10.8 as a licensing nodule. And
there's not nmuch new there. 1'll step through these itens
briefly if you'd like. It does discuss the T&E for
physicists, but that's in the rule now, as described in
35.961.

Under facilities and equipnment, it goes into
things like a detailed diagramof the facility, the view ng
system that we nentioned yesterday, the television nonitors,
war ni ng systens, access control, shielding, interlocks, al
the things that you would expect to have, energency
I nstructions for when the source fails to retract.

And it provides nodel procedures in that area as
wel | as nodel procedures for operating procedures; sanple
survey reports to the NRC, safety checks; instrunment

cal i bration; nonthly spot checks; daily QC inspection and
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servicing of units; waste disposal, which again includes
returning the sources to the manufacturer; and recordkeeping
requi rements as well as a gl ossary.

Radi oactive drug therapy is a new one. And up
until just a few nonths ago, we were calling it
radi opharmaceutical therapy. But we're getting in line with
t he radi opharmacy rule jargon. W changed the title to
radi oactive drug therapy.

In the very beginning it references the human
research requirenments that are outlined nowin 35.6 that were
codified as part of the pharmacy rule. And it references
Appendi x Y, which also we discussed yesterday as wel |.

It, too, has a training programfor nursing staff
and others and is only a slight nodification of that that we
put in for the manual nodul e because many of the things
appl i ed.

Cbvi ously we don't need to know about seal ed
sources. So we made it relevant to drugs. But there are a
| ot of the sanme conponents there: QW, posting, handling
contam nated itenms, visitor control, patient release, and so
forth.

We al so descri be the necessary conponents of the
radi ati on safety program facilities and equi pment, including

shielding, the detailed diagramto indicate the shielding and
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control of emi ssions, but this is all very dependent on the
types and quantities that you're going to be using.

So it's very general guidance in the sense that
we could not get very prescriptive because we expect the
applicant to cone in and to denonstrate to us that dependi ng
on the amount of material, types of materials and quantities
that they would be handling at any one time, that they have
sufficient facilities and equi pnent in the way of shielding
and handl i ng equi pnent, em ssions control and so forth.

So we give this broad picture exanple of what we
woul d expect, but we're not very prescriptive at all. And
perhaps this is where your coments now or |ater would be
hel pful in the sense that: |Is it too wide open? Is it too
general? 1s it too generic? Do we need to be nore
prescriptive?

For exanple, on a discussion of instrunentation

cal i brati on and nmeasurenent of al phas and betas, there's not a

|l ot to say other than the rule allows you to rely on the
manuf acturer. And we think that perhaps if you're not going
to do that, you're going to come up with a volunetric

cal cul ation or you need to denonstrate to us that you have
sone ot her mechani sm or instrunent specifically designed to
measure the al phas and betas. And if so, give us that

i nformati on.
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W'd |like to take a | ook at what you have because
as the radi opharmacy guide | think pointed out yesterday,
there's not a | ot of specifics to be laid out for the
measur ement of al phas and betas. And this is another area
that we'd like for you to think about and what kind of
gui dance woul d be appropriate to give to the |icensee here.

As you know, now the appendix to Reg Guide 10.8C
| think it is or Dis for photon emtters. | nmean, it didn't
ever consider al phas and betas. So is there guidance that we
can give to applicants or |icensees that would be hel pful in
this arena?

CHAI RMAN SIEGEL: | think there's a generic
answer to the question that we' ve given before. And that is
it's premature to put specific guidance in given that there
aren't any approved drugs for doing this in the United States.

And as long as specialized places |ike the NIH
and the University of WAashington are doing this with in-house
products, they have a responsibility to wite their |icenses
in a way that shows that they can do it safely.

But it would be a m stake for you to put anything
terribly specific in in anticipation of the approved drugs
that aren't on the street yet. The m nute you know one is
com ng, that FDA is at that point, then it's time. It will be

time to put sonething in.
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But you m ght get yourself down the wong path if
you put too nuch specific information in at the front end.

MS. SCHLUETER: Well, we don't want to be not
hel pful .

MR. CAMPER: Barry, what about the betas?

CHAI RVAN SI EGEL: Which? Nanme one.

MR. CAMPER: Strontium 89.

CHAI RMAN SI EGEL: | nmean, basically what
virtually everyone is doing is relying on the manufacturer
and/ or using a volunme neasurenent and not confining the
patient.

MR. CAMPER: Well, | understand why you woul d say
that. GCenerally I think that's true, but we did have, for
exanpl e, one epi sode where there were seven events that
initially were thought to be m sadm nistrations where there
was clearly a lack of understanding that if | renoved the dose
fromthe vial which | received and put it into a syringe, that
| then face a different density situation and the geonetry is
different and ny dose calibrator will not necessarily
denmonstrate what actually is in the vial.

And in the case at hand, by the way, the RSO, who
is a physicist, was aware and apparently didn't either pay
attention to or didn't understand sone of these differences
t hat you have and difficulties in measuring the high-energy

beta emtters.
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So the question then beconmes you could use just
general guidance |ike Janet was referring to or -- | nmean, the
volunmetric part of it is fairly easy. And you could step
t hrough just a general discussion of that.

The question beconmes, though: Do you get into
nore detail providing some specific guidelines about how to
actual ly nmeasure and some of the technical consequences that
you need to be considered about when neasuring sone of these
hi gh-energy beta emtters?

CHAI RMAN SIEGEL: It wouldn't hurt to put in some
clarifying information that says that "If you plan to do this,
t hese are the things you have to consider."” There also are
sone pretty decent NCRP docunments on neasurenment of
radi oactivity that you could refer people to.

The average Part 35 |licensee is not going to be
getting into this business if they can avoid it any time soon.

MS. SCHLUETER: That's right.

MR. CAMPER: Well, | think what happens, though
-- in this one incident, which was a university setting, there
were seven of these events. But there have been -- in fact,
we put an information notice out. Torre Taylor authored an
i nformati on notice.

There had been a nunber of instances where there
was not this understanding when | go into a vial and | put it

into a syringe, that unless |I know what |'ve done and account
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for it, my dose calibrator is not going to neasure the sane
with that situation. W have started adjusting the dose
accordingly. And obviously there is a msmatch there.

MEMBER SWANSON: It was from a prepared
manuf act ur er ?

MR. CAMPER: Yes.

MEMBER SWANSON: They coul d have done a
vol unetric cal cul ation?

MR. CAMPER: Yes. And they put it in the dose
syringe.

MEMBER SWANSON:  Fol | owi ng volunetric
cal i bration, they --

MR. CAMPER: Put it in the dose calibrator. The
numbers don't match up. So they started adjusting the vol une
of the dose because they don't understand the problens
I nherent in the nmeasuring.

CHAI RMAN SI EGEL: That's a probl em

MEMBER SWANSON: That's a problem

CHAI RMAN SI EGEL: Gui dance woul d be hel pful on
that one to make sure people don't make that m stake.

MS. SCHLUETER: | think what we have there
general ly addresses that, but we need to enhance it; right?

It wal ks through personnel nonitoring

requi renments and bi oassays, the criteria used to deternm ne the

type and frequency of a bioassay that the |icensee proposes is
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needed. Inpatient procedures, it enphasizes the use of the
private room and bath, which these are all currently required
things. The patient is to the extent possible isolated in a
|l ess trafficked area, if you will, but consistent with

obvi ously good nedi cal care.

Radi ati on surveys and detection surveys, which
are necessary, it discusses those in order to decontam nate
the room down to a rel easable |evel.

And confined patients who expire, we have a
little bit of information on that with the respect that if you
have this patient who is confined because of 35.75, you need
radi ati on protection procedures if that patient expires to
ensure that other workers, nmenbers of the public, nortician
and so forth, are not likely to receive dosages in excess of
the Part 20 limts. So it goes into a little bit of
di scussi on about inpatient and patient rel ease procedures.

Woul d anyone |like to comment on that nodul e?

MR. CAMPER: | want to add an adm nistrative
point for the record. W did ask Dr. Rotman to comment on
this nodul e for us.

MS. SCHLUETER: True.

MR. CAMPER: And as we continued to develop this
nodul e, we would certainly go back to himagain. | think I've
seen a rough draft of his comments. | expect we'll get

something formal from Mark. And then we'll | ook at that as
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wel | through this process and continue to keep himin that
| oop.

We felt that his involvenment previous with the
agency and as a radi opharmaci st, he was in a good position to
provi de viable comments on radiotherapy. So we'll keep himin
the | oop on that.

MS. SCHLUETER: Good poi nt.

Now, mobile medical services. As | nentioned
earlier, this is superseding a current policy and gui dance
directive. And it in sone ways provides greater flexibility
to accommpdat e what we see as an evol ving industry.

Now, to backtrack on the di scussion yesterday
with the coach on the HDR, this nobile nedical service nodul e
does not address therapy, nobile therapy. It addresses the
di agnostic use of radioactive drugs. Okay? So it is linmted
in its scope.

However, there appears to be an increase in the
use of nobile services, obviously nore than there were even
two, three, five years ago. And it's inportant for us to
reeval uate the nodul e that we have thus far and continue to be
sensitive to the licensing restrictions that we would place on
this type of service because we don't want to be burdensonme or
restrictive on a service that obviously is needed and we could
provide the flexibility that's needed by this industry to

provi de the needed nedi cal services.
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So we need to be very conscientious of this
effort and not make the |icensing guidance too burdensonme and
restrictive. We're already seeing slightly different
scenarios than we did just a few years ago on what applicants
want to do as a nobile service.

Anyone that comes to us, has a request to do
therapy in any type of therapy, whether it's radi oactive drug
or seal ed source and so forth, has to request an exenption to
the current regul ati ons because it is prohibited in Subpart J.
It only allows the diagnostic use of radioactive drugs in a
nobi | e servi ce.

The things that the nobile nodul e di scusses are
the |l ocations of use. There can be different |ocations. Wen
we say institution, we nean a nmedical facility that has three
or nmore nedical disciplines, several authorized users,
hospitals, some clinics, universities, and so forth. The
non-institution, what we're calling a non-institution, is your
group practices, private practices, that offer a limted
number of services, limted nunmber of authorized users, and
that don't constitute your full-blown nedical institution.
Also commercial facilities can be a |ocation of use and client
properties which are | eased to service conpani es.

CHAI RVAN SI EGEL: Two suggestions early because |

think it's inportant. The term "medical non-institution"” is a
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nonterm | think we've got to work hard to hel p you cone up
with a better --

MS. SCHLUETER: It is. W struggled a | ot when
we wrote the guidance that we did |ast sumer to provide
gui dance to our regionals on: How do you distinguish those
private practices and group practices that are grow ng that
start having a | ot of authorized users, that start providing a
| ot of nmedical disciplines, that incorporate, that becone
facilities that |look like clinics, hospitals, nmedical centers,
and so forth because they're providing an anal ogous | evel of
service but had historically been called private practice?

CHAl RMAN SI EGEL: But even your definition |
don't think does it because | just jotted a little note to
nmysel f. Your definition of nmedical institution nmeans an
organi zation in which three or nore nedical disciplines are
practiced and nore than one physician is associated with the
medi cal practice, regardless of the nunber of authorized
users.

So here's a nedical institution for you. W've
got a group practice consisting of two doctors, one of whomis
an internist who is authorized to use 1-131 for uptake
di luti on and excretion neasurenents. So you now have one
aut hori zed user, and we're doing this work. And we have
anot her doctor who clains to be both a surgeon and an

obstetrician. According to this, that's a nmedica
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institution. And that could be a little, tiny office
somewhere out in the m ddle of Montana.

We've got to help you conme up with a better
definition.

MS. SCHLUETER: | agree. |It's been a difficult
one to resolve and to define. And we're already getting test
cases, if you will. W have a couple in now fromthe regions,
and it's putting this definition to the test.

|'ve al ready been able to identify one or two
problens with the current definition. So this definition has
to continue to evolve to address those types of circunstances
that you just nmentioned.

CHAI RMAN SI EGEL: The real issue is who you issue
the license to? |Is that?

MS. SCHLUETER: The real issue is who you issue
the license to, but it's bigger than that in a sense that sone
of these progranms are | arge enough that they should be subject
to additional radiation safety requirenments, like they need a
radi ati on safety comm ttee.

There are regulatory requirenents in Part 35 that
apply to nedical institutions that don't apply to private
practice and so forth. And when you have these private
practices, which are growi ng, grow ng, grow ng, and, in fact,
shoul d have the managenent oversight structures or radiation

safety commttee and so forth conparable to a nmedica
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institution, we realize that your private practices,
traditional private practices, aren't necessarily so
traditional any nore. And perhaps there should be certain
mechani snms there that aren't there today.

So it's not just: Who do we issue the license
to? It's managenent oversight, program oversight, and so
forth.

MEMBER QUI LLEN: From the |icensing point of
view, there's also an issue that we've faced. And that is
when you have this kind of an arrangenent, is it really an
institution or is it a private practice?

I n other words, are you actually licensing an
organi zation or are you |licensing an individual? And because
of the business arrangenents, sonetinmes that becones very

unclear as to which you are actually addressing.

We've wrestled with that in several cases in our

CHAI RMAN SIEGEL: Is that ultimtely going to be
l egally defined by how the corporation that you're licensing
defines itself? | nmean, if it's Dr. Jones, PLC, then it's a
private practice.

If it's University Medical Consultants and it's
clear that the corporation includes nmultiple doctors, then it
starts to sound nore like an institution, starts to sound.

This is a tough one.
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MS. SCHLUETER: Yes. There are two ki nds of

pat hways that the issue of incorporation, business
rel ati onship, and so forth come up, one of which is a docunent
t hat we have that provides gui dance on change of ownership
I ssues when sonebody sells out and so forth.

We have gui dance in one of our policy and
gui dance directives or manual chapter or whatever that
addresses what information do you need fromthese entities to
determ ne their relationship to one another and who's in
charge and so forth.

So it gets addressed there and then also in the
| i censing arena here just what requirenents do these
facilities need to neet in order to increase our confort |evel
with licensing them

And that's what | nmean by we have a test case
ri ght now, al nost exactly what Bob just described. W have
this group of physicians, only one of which is an authorized
user. They sit in private office suites, but they have this
bui | di ng which they own or | ease and operate under this
corporate unbrella. So they start to begin to walk, talk, and
| ook Iike an institution, but, in fact, are they? And it's an
exampl e we have right now

Now, OGC did work with us on the definition that
you read there. | wouldn't have wal ked that one alone. They

worked with us carefully on that definition. And since then,
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as | said, we have found problems with it. W have found
holes in it that we had to go back and reeval uate that
definition. But they've been involved in this process.

CHAI RMAN SI EGEL: Go ahead, Larry.

MR. CAMPER: | just want to take this opportunity
in the realmof nobile to plant a couple of seeds in the m nds
of Comm ttee menbers because this is an area where we're going
to really need your help in this i medi ate sense as you | ook
at this guide for us in the next few nonths, but also as we
ultimately nove to revise Part 35. This is an area where we
really need your help. And we need your help in a couple of
ways.

If you | ook at the guide, what we' ve done today
is we've tried to construct a guide so that it's consistent
with the current regulatory requirenments or all owances for
nobi | e.

Now, we just had a case recently. It involved a
i censee who is in an agreenent state who wanted to conme into
our jurisdiction for reciprocity. And in reciprocity, they
can do what they can do by virtue of what's authorized in
their agreenent state |icense.

But the problemis that reciprocity, sone of the
condi tions and provisions of reciprocity, don't recognize, are
not necessarily suited for nmedicine, the practice of medicine,

short-lived isotopes. They were really built around such
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t hings as industrial radi ographers and well |oggers and so
forth.

But there are sone interesting things that come
to bear with nobile, and that is, on one hand, for exanple, if
you | ook at our regulations today in 35.29 and 35.80 about
where you can receive materials where you're conducting, for
exanpl e, you can't receive materials at your client's
facility. You can get them delivered to your base operation.
You can transport themthere, but you can't have themreceived
at your client's facility.

Now, arguably, sonme m ght think that's overly
burdensonme. You m ght be able to, for exanple, put in place
adm ni strative procedures and regul atory safety procedures and
so forth that would allow you to do that.

Anot her big issue that conmes up -- and so the
I mredi ate sense is take a look at this, helping us with
gui dance now, but as you do that begin to think ahead because
I think when we revise Part 35, there will be a stand-al one
conmponent for nobile inmaging.

The question of the practice of nedicine, the
idea that | buy nmy nobile unit and |I'm based in Maryland but |
decide to nove up into Pennsylvania and do sone nobile
I magi ng, what about the practice of nedicine where you're
i censed and which state to practice nmedicine? 1|s that an

i ssue? | don't know. Is it an issue?
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CHAI RMAN SIEGEL: If the physician's traveling

with the truck, the physician who is rendering those services
i n Pennsyl vani a had better be licensed in Pennsyl vani a.

MR. CAMPER: Right. Well, this is just an
exanmpl e of sone of the kinds of issues that you' re up agai nst
when you begin to nove about.

Now, on one hand, we have to make sure that we
protect public health and safety, obviously. On the other
hand, we have to recogni ze the energing technol ogy and the
changes going on in the health care industry to consolidate,
change ways, the services that are provided and so forth,
whil e al so recogni zing practice of nedicine issues.

So | think in the imedi ate sense you can hel p us
by review ng the guidance, but it's tine to begin to think for
the future because this is going to be a very interesting area
as we revise Part 35. And you can play a key role there.

MEMBER NELP: 1'd like to ask: How many nobil e
di agnostic units are there under your purviewin the United
St ates?

MS. SCHLUETER: Not many. The bul k of them are
in Regions 1 and 3. Less than a dozen.

MEMBER NELP: Could you give me a nunber?

MS. SCHLUETER: Less than a dozen.
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MR. CAMPER: That's in our jurisdiction. | don't

know how many are in agreenment states, but certainly nore than
t hat .

MEMBER NELP: My inpression is that the nobile
busi ness has --

MS. SCHLUETER: Fifty.

MEMBER NELP: -- been dying, not flourishing.

MS. SCHLUETER: Okay. Excuse nme. Let ne correct
myself. Torre corrected nme to say that under the program code
that's established for nobile nedical services, there are 50,
may be as many as 50.

MEMBER NELP: |'msorry? There --

MS. SCHLUETER: There nay be as many as 50 in NRC
jurisdiction.

MR. CAMPER: Now, with regards to whether it's
driving or dying, | can't really coment with any degree of
validity, but our inpression is that it's not dying. Qur
i mpression is that there's sonme shakedown going on in the
i ndustry and certain players are energing.

But, for exanple, in the nobile arena, we are
going to have at our front door very shortly an application
for nobile HDR. The State of California in the |ast year or
so has licensed a nobile HDR operation for the very sane

conpany. So maybe you know sonething |I don't know.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

453

But we see an awful | ot of novement going on in
the health care industry today anongst licensees to try to
find nore cost-effective ways to provide services involving
radiation. We had an inquiry recently from one of the
agreenent states that has five or six hospitals and wanted to
consolidate into one license. W've had a novenent by one of
the | arge comrerci al radi opharmacies in this country to
consolidate licenses, 27 licenses, into one. There's a |ot of

activity going on along these lines of which nobile is a key

conmponent .

CHAI RMAN SI EGEL: Moving right along, | think we
will provide comments. And it |ooks like this is your next to
| ast - -

MS. SCHLUETER: Yes. This is basically it. The
one thing, in response to the kind of conversation we' ve had
ri ght now about the flexibility and so forth, it does go into
things like: Were can you put a base hot |ab? W need to
know t he scope of activities of where it would be. If it's
proposed to be in a residential |ocation, obviously there are
going to be a few nore concerns and pieces of |icensing
I nformation that we would need before we could |license such a
si tuati on.

At tenporary job sites or clients' address of
use, there are really two types of nobile services that go on.

It's a scan and van, if you will, where the patient actually
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boards the van and has the study done on the van or the
service is performed at the client's address of use. They
have the i magi ng equi pnent, and you're going in with the
radi oactive materials and the technol ogists and so forth.

We go through the necessary conponents of the
radi ati on safety program including checking of that
I nstrument ati on before use at each address.

The receipt of licensed material, Larry got into
this alittle bit. Currently 10 CFR Part 35 limts where you
can receive that material, but we think that we should all ow
| icensees to receive the material on the nmobile van if the
nobil e van -- or excuse ne.

Let me back up and rephrase that a little bit.

Li censees should be allowed to receive at the client's address
of use if they are receiving the material onto the nobile van
that's providing the service provided that it is attended and
can be kept secure and under their constant surveill ance, as
required by Part 35 now.

So typically that hasn't been sonething that
we' ve had applicants cone in and ask for, but that's the kind
of flexibility that we're saying we're willing to provide in
this type of revised gui dance.

Qur outpatient radioactive drug therapy. As |
menti oned, therapy procedures do require an exenption.

Emer gency procedures, transportation requirenents obviously
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are inmportant to us. Typically we have not all owed overni ght
storage on the nobile van. It needs to go back to the base
hot | ab | ocation.

And waste nmanagenent. W go into a little bit of
a di scussion about radioactive waste material that m ght be
incident to the use. And also we had an interesting case just
recently which Torre had the | uxury of handling, which was a
request froma |licensee about hol ding human excretion in a
hol di ng tank on the van and how should they release it and
what requirenents really apply. So that was a new tw st, and
we got to do sonething a little different with nobile service
there. So it's that kind of guidance that we need to
i ncorporate in the nodul e because that could, in fact, occur
agai n.

That's all | have on this project.

MEMBER WAGNER: Coul d you answer, that no
overni ght storage on the nobile van, is that a regul ation?
Does that fall under regulation or what's the phil osophy
behi nd that?

CHAI RMAN SI EGEL: Probably securing radioactive
material --

MEMBER WAGNER: Securi ng.

CHAl RMAN SI EGEL: -- bl ah blah blah, Part 20.

MR. CAMPER:. You've got two problenms. You have

security in storage overnight.
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MEMBER WAGNER:  Yes.

MR. CAMPER: You al so have storage in what's
so-called tenporary job sites is the problem too.

MS. SCHLUETER: It's also not supposed to be
stored in a public access area |like a public road sitting
next to a hospital or something like that. You have ot her
Part 20 concerns on the release of that materi al

That's why | said | qualified it that we
typically have not authorized overnight storage on the van,
mai nl y because | think what we have been seeing thus far are
base hot | abs which are operating, going out for the day, and
returning and bringing the incident waste back to the base hot
| ab.

That's not to say that that situation won't
change and we won't get an application for sonething
di fferent, and we have.

MR. CAMPER:. O that you wouldn't grant an
exenpti on.

MEMBER WAGNER:  Ckay.

MS. SCHLUETER: Ri ght .

MR. CAMPER: Because we have.

MS. SCHLUETER: And, as Josie mentions, we have
according to the exenption for.

MEMBER QUI LLEN: | just want to comment that in

Col orado a nunber of local fire departnments have started
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enforcing uniformfire code, which has brought a | ot of
angui sh to a nunber of our |icensees because they were unaware
of the criteria of that fire code.

And you m ght want to put something in your 10.8
to alert people to that fact that this is another set of
criteria they may have to neet.

MS. SCHLUETER: You know, we did that in the
nobi |l e nodul e, but it m ght be better to put it up front
because it could apply obviously to other uses. W have it
somewhere. |'mnot getting it right at the nonent.

CHAl RMAN SI EGEL: All right.

MS. SCHLUETER: Okay? Everybody happy?

CHAI RMAN SI EGEL: Yes, we are.

MS. SCHLUETER: Great.

CHAI RMAN SI EGEL: Janet, thank you.

We have to plug in about 20 nore m nutes of
Trish's stuff fromyesterday. The consensus | think is that
t he PDR questions that still are hanging on from yesterday
we're not going to try to deal with because doing that w thout
the physicists would not be prudent, but that there are a
coupl e of other nmedically related brachytherapy questions that
we coul d deal with.

So why don't we deal with those? Then we'll take
our break. So go for it. Is that okay? Unless everybody is

dying to break quickly.
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MS. HOLAHAN: Good norning. For the record

again, I'm Trish Holahan of the staff. 1'mgoing to quickly
just focus on a few things that are sort of nore nedical
related. Perhaps |'d |ike to get sonme input on those.

Janet nentioned earlier and |ater on today you're
goi ng to hear about the patient release rule, but that rule
primarily deals with rel ease of patients adm nistered
radi opharmaceuti cal s and pernmanent inplants. A question has
been raised recently, particularly in line with eye plaques,
as to whether or not you can release patients with tenporary
I mpl ant s.

Currently 35.404 only authorizes rel ease and
confinement after all sources have been renoved and the
patient is surveyed. W have granted exenptions on a case by
case basis for patients that have eye plaques and provided the
licensee commts to neeting certain requirenents.

For exanmpl e, the neasured dose rate nmust be | ess
than five mllirem per hour at a neter. |In ternms of the eye
pl aques, the licensees have commtted to using non-hardening
bondi ng agents. Because the plaque is surgically sutured in
pl ace, there is |l ess chance of the plaque falling out or
becom ng di sl odged.

Al so the licensee nust provide radiation safety
gui dance to the patient. And when the patient returns to have

the eye plaque renoved, the licensee nust dismantle the eye
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pl aque to ensure that they have recovered all seeds and then
do a radiation survey of the patient.

The question is: In ternms of the revision of
Part 35, should NRC consider nodifying the regulations to
all ow rel eases of patients in certain situations?

|'"d also like to nention |I've received a
tel ephone call froma licensee that wanted to use iridium 192
| ow-activity seeds, which they indicated would be in the
patient for two to three nonths and then the patient would
come back in, and then they wanted to rel ease. They were
asked to provide nore information, which I haven't seen.

And then the second question is: \What are the
m nimal provisions to ensure protection of health and safety?
These statenent "Consideration for release of patients with
tenmporary inmplants have generally considered that nost
tenmporary inplants have a hi gher dose rate than the per mnent
inmplants.” And that was the rationale for not authorizing
rel ease.

CHAI RMAN SI EGEL: Shoul d they change the
regulations to all ow people with sutured-in eye plaques to
wal k the streets? How long are these things usually left in?

MEMBER FLYNN: |'ve not done the eye plaques.

It'"s only in a few places in the country.
MS. HOLAHAN: We have typically seen |licensees

saying they |l eave thermin anywhere fromthree to seven days.
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MEMBER STITT: | guess the one that throws ne is

the iridiumthat you were --

MEMBER FLYNN: Right. | can't inmagine them using
i ridium

MEMBER STITT: That's what |'mnot famliar wth.
| guess the thing that bugs nme about iridium that it's |ess
likely to have seeds drop out of the ribbons than the
i odi ne-125, which can end up in all sorts of places, but
certainly it would be a potential that that could happen.

Most of the eye plaques are done with a different
i sot ope.

MS. HOLAHAN: Eye plaques are done typically with
either 1-125 or palladium 103, the ones that we seen used in
those. And, again, the plaque is sutured in place; whereas --

MEMBER FLYNN: Do you have any specific
information as to these iridiumin the ribbon forn? And then
do you have any idea of what the activity was that they're
rel easing the patient with? | just don't know.

What you said previously was correct, the
tenmporary inmplants, the concept is that the dose rate being
generated in the target area is higher. And, therefore,
that's why it's renoved. |It's tenporary. The normal tissue
woul dn't tolerate that kind of a dose rate as a pernmanent
inmplant. A half-life is too long. The total dose would be

t oo great.
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So | don't have any exanples that | can think of
whereby iridium 192 is being used as a tenporary inplant and a
patient is being released and has to cone back. | just don't
know.

M5. HOLAHAN: | think the question fame in as
they were | ooking at it as something that they were | ooking to
do in the future. And so they did not have a | ot of
specifics. And that was why | wasn't able to answer the
questi on.

But | know that they had indicated that this was
a possibility for the future, that there was potentially sonme
research being done on it, which I"'mnot famliar wth.
Perhaps |I'm hearing fromthe Commttee, too, that you're not
famliar with any --

MEMBER FLYNN: And al so the difference between
the iridiumseed and the iodine seed is the iodine seed is
putting on a very nice | owenergy radiation; whereas, the
iridiumcould be potentially nore of a safety problem But it
depends on what the activity is, what is the source strength.

MEMBER STITT: | guess |'msort of baffled
because you said they were proposing to leave it in three to
four nonths or sonething.

M5. HOLAHAN: Two to three nonths is what they

told ne.
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MEMBER STITT: | don't have the know edge of what

t hat procedure is.

MEMBER FLYNN: Especially if it's tenporary.

MEMBER STITT: Right. That isotope for that
period of time --

MEMBER FLYN: Sone of the training plants were
done with | ow dose iridiumseeds, but tenporary inplant | just
don't --

CHAI RMAN SI EGEL: What's being treated with these

| -125 and pal | adi um eye pl agques?

VEMBER STI TT: Ocul ar nel anoma is the npst conmmon

t hi ng.
MEMBER FLYNN: Ri ght.
CHAl RMAN SI EGEL: And they're inplanted where?
MEMBER STITT: At the site of the nelanoma.
CHAI RMAN SIEGEL: So they're all the way back in
the choroid? So they're way back in there, not likely to fall

out? They're not just --

MEMBER FLYNN: |'ve never seen them They're
just not common. | nean, nost facilities don't do this
procedur e.

MEMBER STITT: This is an enornously rare
di sease.

CHAI RMAN SIEGEL: It takes a second surgical

procedure to nove the tenporary inplant?
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MEMBER STITT: It depends on which location it is

on the gl obe, but it can be a m nor procedure. That is
sedation and --

MEMBER FLYNN: But it is a procedure?

MEMBER STI TT:  Yes.

MS. HOLAHAN: Yes. It is being done at several
-- there is a study being done at several centers. They're
doi ng the --

MEMBER STITT: The COM study is probably what
you're referring to.

M5. HOLAHAN: Right, the COM st udy.

MEMBER STITT: That's very tightly controll ed.
In fact, we've got eight rad oncol ogists. There's only one
who's allowed to do it at our institution.

And | don't think that's the problem The cases
probably don't conme fromthe COM

MS. HOLAHAN: We have sonme fromthe COM

MEMBER STI TT: Do you?

MS. HOLAHAN:  Yes.

MEMBER STITT: Okay.

MS. HOLAHA: Some of it's fromthe COM | know
of one that was not part of the COM study that requested this
exenption, but the majority of them have come fromfacilities

that are on the COM study.
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CHAlI RMAN S| EGEL: It sounds to ne |like the

magni t ude of the problem warrants continuing to do exenptions,
rather than codifying it.

MS. HOLAHAN: Ckay.

MEMBER STI TT:  Yes.

CHAI RMAN SIEGEL: [|I'mafraid that if you wite a
general rule, you're going to open up the opportunity for it
to apply to other things that you didn't intend it to and that
there will be a safety problem And it's probably better to
handle it on a case by case basis.

MEMBER STITT: And the case by --

CHAI RVAN SI EGEL: Because | just can't see 2000
Part 35 licensees wanting to do this.

MEMBER STITT: Right. And the case by case can
be so -- there can be such variation fromone case to the next
that | think they -- and the total volunme is very low |
think it should be | ooked at as --

CHAI RMAN SI EGEL: And given that there's process
re-engineering is going to nean that |icense anendnents w ||
sail through in two weeks. It's not going to be that big a
deal ; right?

MS. HOLAHAN: Ckay. This next one, this issue,
was originally raised about an incident which Dr. Flynn

di scussed yesterday in terms of prostate inplant in which the
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activity of the seeds used in the inplant were 10 tines the
activity intended.

And |icensees are required in the QMrule to
verify the final plans of treatnent, and cal culations are in
accordance with the witten directive. However, the question
has arisen in terns of verifying the source activity.

It is currently our guidance to |icensees and to
regional staff as |icensees can verify the source activity
ei ther by assay, physical assay, or they can confirmthe
activity against other docunentation, such as a shipping
| abel .

And the question is: |Is either physical activity
or verification of docunentation an acceptabl e nethod of
verification of the source activity? |Is this a procedure or a
policy that we should continue with?

MR. CAMPER: As you answer this question, bear in
m nd that there was recently a m sadm nistration, a
significant m sadm nistration, where seeds were inplanted that
were off by an order of magnitude.

MEMBER STITT: That's what she's tal king about.

MR. CAMPER: They were verified. That's right.
They were verified by shipping and | ogged in correctly,

I nterestingly enough, but not assayed.
CHAI RMAN SI EGEL: No, but they weren't verified

by the authorized user.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

466
MS. HOLAHAN: Correct, correct.

MR. CAMPER: That's correct. They were verified

CHAI RMAN SI EGEL: They were verified by sonmebody
el se.

MS. HOLAHAN: Right. They were | ogged in
correctly in accordance with the shipping |abel.

MR. CAMPER: That's right.

MEMBER NELP: You can't regul ate out m stakes.
mean, that's just a m stake and a very --

MR. CAMPER: Well, no, no. Wat we're saying,
t hough, is the or. 1Is it acceptable to do it either way or
shoul d you, --

MS. HOLAHAN: 1Is what we do currently acceptabl e?

MR. CAMPER: -- in fact, require physical assay?

CHAI RVAN SI EGEL: Buzz, in a way it's no
difference than if you're running a code and you say to a
nurse "Gve me .25 mlligrans of" such and such. The nurse
draws it up and holds the vial up so that you can see that
that's what you've got. You as the person who is about to
I nject that drug have sone independent verification that
you've got the right stuff.

Rel yi ng on several parties down the line on

source strength is troubl esome, especially --
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MEMBER STI TT: Well, and that's how this case

occurred --

CHAI RVAN SI EGEL:  Yes.

MEMBER STITT: -- because it was exactly what had
been ordered. And all the docunentation was exactly right.
The big problem was that nobody used an ionization chamber to
see what was really going on. | nean, in our practice we
woul d never use seeds without having determ ned their activity
t hrough sonme nmeans ot her than shipping docunents.

CHAI RMAN SI EGEL: But the shipping docunent was
correct here.

MEMBER STITT: Oh, it absolutely --

MR. CAMPER: The problem was --

CHAI RMAN SI EGEL: Wbuldn't the ACMJ have known
t hese were the wong seeds?

MR. CAMPER: No.

CHAI RVAN SI EGEL: Woul dn't he have | ooked at the
shi ppi ng docunent ?

MEMBER STITT: No. Well --

MEMBER FLYNN: | thought if you neant that the
authorized user in the operating roomcould | ook at the seeds
and tell. There's no col or coding.

CHAl RMAN SI EGEL: No, you can't |l ook at the
seeds.

MEMBER FLYNN: You can't tell.
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CHAlI RMAN S| EGEL: No. But what if he | ooked at

the | abelling that cane with the shipping docunent and said

"OQops. These are 4-mllicurie seeds and not 400-m crocurie

seeds"?

MEMBER NELP

When | treat a patient, | have

three people verify the | abeling before | give it to the

patient. And if | can,

if | have a --

"Il assay it, but I may not assay it

CHAI RMAN SI EGEL.: For whatever it's worth, in ny

shop I'"'mone of the three people who verifies the |abelling.

MEMBER NELP: Now, in your place do you verify
your own seeds? | mean, does the therapist verify the
docunents that say "These are the seeds that | ordered and

this is the strength"?

MEMBER STI TT:

to | ook at the docunentation,

No. | tend not to or we tend not

but we always use an ionization

chamber. And the physician's a part of that.

MEMBER NELP

MEMBER STI TT:
checki ng process.

MEMBER NELP
fashi on.

MEMBER STI TT:

t hi ngs.

You assay it yourself.

So, | nean, we're involved in the

Personal |y docunent it in sone

Yes because we're using the darned
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CHAI RMAN SI EGEL: | think and either/or should be
I ncl uded.

MS. HOLAHAN: Ckay. So you're saying that our --

CHAI RMAN SI EGEL: Physical assay or --

MS. HOLAHAN:. -- current approach is acceptabl e?

CHAI RMAN SI EGEL: Yes, | think so. | nean, |
don't think you would -- there's no reason to force a

freestanding facility that doesn't have a dose calibrator to
order one if verification of the shipping docunents does the
j ob.

That's what | think. Now, do you all disagree?

MEMBER FLYNN: | don't disagree. | think this
probl em was a problemin nmy personal opinion with the
licensee. | think the |Iicensee has had many problens in the
past with brachytherapy and has not shown a careful to the
whol e safety program

And |I'mtal king about sources getting lost in
| aundries, not having the RSO feeling that it was okay for
untrai ned personnel to be doing the surveys of |inen |eaving
the room a |licensee whom | believe is the only one in the
United States who doesn't feel it's really necessary for a
medi cal physicist to be present at an HDR procedure.

So | think this is a licensee problem And

think licensee admnistration is totally out of touch with
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what's the standard of practice in the United States for this
| i censee.

CHAI RMAN SI EGEL:  Good.

MR. CAMPER: Let the record show he didn't
mention the name of the |icensee.

MS. HOLAHAN: Ckay. This next one relates to
source localization. And the reason we're raising this issue
is that we have had a nunmber of cases recently where
applicators have shifted, where the sources have noved. And
understand from yesterday's discussion that this is to be
expected in many brachyt herapy applications.

| guess ny question, then, as a result of that
is: Are the current standards adequate now to address this?
Do we need any additional guidance or does the standard of
practice address this?

MEMBER STITT: Boy, that was one of your
guestions many nonths ago on that question sheet that you sent
around, wasn't it?

MS. HOLAHAN:  Yes.

MEMBER STITT: | think the standards are
adequate. \What inpresses ne after having practiced
brachyt herapy for many years and now doi ng consultations on
m sadm nistrations is | thought | had seen it or at |east

heard of it all.
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And it's anmazi ng how nmany ways there are that
patients or staff or systems just allow sonmething kind of
quirky to occur that allows sources to change positions.

| mean, | think you can only regul ate and
| egi sl ate so much. We cannot control a lot of these things
that are sinmply beyond --

MS. HOLAHAN: Now, let nme ask: 1Is this the type
of thing that the American Brachytherapy Society is |ooking
into in terns of their prograns? And are the professional
societies actually addressing this type of issue?

MEMBER STITT: Let's see. I|I'mtrying to think of
56. Task Group 56 is addressing that to sone degree. | nean,
what you'd like is a standard that says: You as a radioactive
source will not nove. | nean, you can say: You as an
institution, you as a physician, you as a nurse will do
certain things.

And we do say that. But those sources can still
nove. And there's no way that we have the power to stop them

MS. HOLAHAN: Okay. Well, | think often what we
see is sources have shifted. And then the |licensee has cone
back and said, "Well, with corrective action, | can make sure
that they're sutured in or | can put packing in or I can" --

MEMBER STI TT: You can do every one of those
t hings, and you can still get the sources --

MS. HOLAHAN: Ckay.
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MEMBER STITT: | could docunment numerous cases of
that. | think the standards and procedures are adequate if
they're foll owed.

MS. HOLAHAN: Okay. Just noving to HDR, then,
again, quickly. This is ny last issue. In terns of the
current |icensing guidance on HDR, there are specific
emergency procedures. The |icensee nmust devel op energency
procedures. And the personnel nust be trained in the
emergency procedures. And they nust include specific things,
such as exanples of situations requiring action, step by step
actions, criteria requiring surgical intervention, and
identification of enmergency source recovery equi pnent.

My question again -- and perhaps we did hear this
sonmewhat yesterday that the AAPMis starting to devel op
standards, as is -- is it ACR or ASTRO?

MR. CAMPER: ASTRO.

MS. HOLAHAN: -- ASTRO in terms of industry
standards. And do those address energency procedures and
handl i ng of energency situations?

MEMBER STITT: The answer to that question would
be yes. They are in developnent, and the security and safety
are part of what's being devel oped.

M5. HOLAHAN: Ckay. And then in an enmergency
situation, should the expectation be that if surgical

i ntervention would be required, that the |icensee would have
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t he appropriate facilities there to handle such a situation?
Again, this is getting back to the freestanding clinics and
t he nobile HDR, where they would not have a full --

MEMBER STITT: Trish, | don't know. \What |
should do is take that particul ar question back and | ook at
t he docunent we're working on to see if that's stated and if
not, bring it up.

MEMBER FLYNN: If you require the authorized user

to be physically present, the radiation oncol ogist, during the

procedure, to renove the sources doesn't require a surgeon.
So if you're in a freestanding center, it requires suture
renoval kit. You cut a stitch. You pull out a tube. It's
not a big deal

MEMBER STITT: Well, it could require a surgeon
One of the problens would be a source that's lost in a
bronchus. And | think those are the --

MEMBER FLYNN: Lost in a bronchus?

MEMBER STI TT:  Yes.

MEMBER FLYNN: Penetrated through the --

MEMBER STITT: No. It's cone disconnected from
the cable and --

MEMBER FLYNN: But still in the carrying tube,
t hough.

MEMBER STITT: If it's a high dose rate source,

it would be |lost in space.
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MS. HOLAHAN: Even with the cl osed-ended

cat heter?

CHAI RVAN SI EGEL: Isn't there a --

MS. HOLAHAN: Why woul d you be able to pull the
cat heter? No?

MEMBER FLYNN: HDR is a closed catheter, like the
Omitron source that was renoved on Decenber 7th, a week after
| ndi ana, by the physicist.

MEMBER STI TT:  Yes.

MEMBER FLYNN: | nean, it's still inside the tube
itself. The tubes | believe are always cl osed-ended in
bronchus applications.

MEMBER STITT: Yes. | think the ones that | know
of are. But sonehow there was a hypothetical circunstance
wher e sonebody was discussing --

M5. HOLAHAN: | think the --

MEMBER STITT: This was the iridium

M5. HOLAHAN: -- end of the tube possibly --

MEMBER FLYNN: And sone of the iridiumcatheters
are open-ended, in sonme of the ones used by a prom nent
brachyt herapy in Southern California, for a reason that if he
should hit a blood vessel, he wanted to have sone indication
by some return of a small anpount of blood so that the -- there

was a bevel ed end to the catheter which was opened at the end.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

475
MEMBER STITT: Well, there's one of the systens

that has a little grappling hook. Is it Ominmed or -- no.
think it's a different system It has a little grappling hook
that | atches onto the bronchus.

| think that if you | ook at a broader spectrum
if you're a freestanding any type of facility, you need to
have some statenment as to how you handl e nedi cal energencies,
be it pul monary enbolism chest pain, stuck sources.

So there's nothing that is out there right now,
but that question should be part of what we're devel oping,
too. And I'll make sure we bring them up.

MS. HOLAHAN: Okay. All right.

CHAI RMAN SI EGEL: Good.

MS. HOLAHAN: Thank you.

CHAI RMAN SI EGEL: Thanks, Tri sh.

MEMBER FLYNN: Thank you, Trish

CHAI RMAN SI EGEL: Okay. W are good for a
10- m nut e break.

(Wher eupon, the foregoing matter went off the

record at 10: 06 a.m and went back on the record

at 10:21 a.m)

CHAI RMAN SI EGEL: Sally, are you set? Go for it.
Sal ly, QWP.

MS. MERCHANT: For the record, I'mSally

Merchant. And |I'mthe project manager for the inplenentation



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

476

of the quality management program and m sadm nistration rule
that becane effective in January of 1992.

Now, as part of the inplenmentation of that rule,
we provided sone guidance to the regions. And sonme of that
guidance is in 12-91 before the rule went into effect. W
provi ded a draft standard review plan for the review of that
program That review plan was revised in August of 1993 and
provided to the contractor, who reviewed the submtted quality
management prograns.

August of '94 we issued a tenporary instruction
for the inspection of inplenmented quality managenent prograns.
And that's being used by the inspectors right now to inspect.
A part of regularly schedul ed i nspections they are using that
Tl, tenporary instruction, to do those.

We are entering all of those findings fromthat
Tl into a database. W plan to use those findings to evaluate
the inplenentation. W can also use those findings to
identify those things that |icensees are doing consistently
and regularly. And, therefore, we don't need to put a |ot of
time and effort into inspecting those things. W can also
identify sone of the things for certain nodalities that m ght
need sone further attention.

Additionally, we revised the standard review plan
again. And we expect that to be issued this nonth or very

early next nonth. 1'd like to comment that the standard
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revi ew plan has been significantly reduced so that it only
addresses just how do the |licensees neet the five objectives
and it's conpletely performance-based. O her than the five
obj ectives, the other portions of the rule are prescriptive
and aren't addressed in the licensing standard review plan.

The original QWs, as you know, were reviewed by
a contractor. And the findings were conveyed to the |icensees
in a very long and detailed letter.

Most of the licensees have submtted revised
QWs. And these are going to be reviewed by the |icense
reviewers for new |icense applications and when a nodality is
added or when the inspector is preparing to go out.

Ot herwi se, these are not going to be reviewed as they cone in.
So we're going under the assunption that the |icensees have
addressed the concerns that were issued in the first letter.

To date we have 189 inspection findings entered
into our QW database. There were 314 nodalities represented.
And they include: brachytherapy; teletherapy; HDR, and
radi ophar maceuti cal therapy, including sodiumiodide.

We found that 45 nodalities, 34 |licensees failed
to nmeet the objectives upon inspection. Six of the licensees
had multiple nodalities that failed. The 34 |icensees’
qual ity management prograns either failed to neet an objective

upon inspection but met the objective in the witten QW or
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failed to neet the objective both upon inspection and in their
written QVP.

| would comrent that this is a little different
t han what we found in the pilot program In the pilot
program we found that a majority of the |licensees had better
prograns than their witten showed. 1In this case, these 34
licensees failed to inplenment their progranms or did not have
an adequate program

CHAI RMAN SI EGEL: What are the top two reasons
for not neeting the objectives?

MS. MERCHANT: What we sorted for were Objectives
3 and 4. Now, 3 does not apply in radi opharnmaceutical therapy
or 1-131. But those are the two objectives. Objective 3 is
basically that you're assuring that any cal cul ations are
correct, whether they cone froma conputer or whether soneone
i's checking hand cal cul ati ons, but you're assuring that the
cal cul ations are correct; and, 4, that you have sone kind of
procedure and it can be -- | mean, you decide what that
procedure is, but that you have inplenented sonme sort of
procedure to ensure that what you' re about to give is what the
witten directive says.

And it's the sane problem that happened in
brachyt herapy, where the sources were 10 tines what they
shoul d have been. There was no procedure to check it

i mmedi ately beforehand.
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CHAI RMAN SI EGEL:  Okay.

MS. MERCHANT: And, as | said, that procedure is
up to the licensee. W'Il| take any reasonabl e procedure.
It's not prescriptive. But in these cases |et ne make cl ear
that these findings are based on what the |licensee is telling
the inspector. Do you do sonething? Wat do you do? And if
they don't do anything, then they fail to neet it.

We found that there were 26 recordable events and
that 15 of those recordable events were identified by the
i censee. But 11 of those recordable events were identified
by the inspector and not by the |icensee.

CHAI RVAN SI EGEL: Tough question, to which you
may not have the answer: Are those recordable events that
woul d be 11 that occurred outside of an audit cycle by the
| i censees? Do you follow my question?

MS. MERCHANT: No, | don't understand the
guesti on.

CHAI RMAN SI EGEL: Let's say a recordabl e event
occurred three weeks ago and |'mnot due to do ny annual audit
for six nonths.

MS. MERCHANT: No. These would have fallen
within the period of tinme at which you should have found it.

CHAI RMAN SI EGEL: Ckay.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

480
MS. NMERCHANT: And then for the m sadm ni strati on

portion of the rule, we |ooked at the m sadm nistrations '92,
"93, '94, and '95, which we have been doi ng.

| m ght add that for 1995, we have two listed
here, and that nunber was correct or reasonably correct as of
Thursday. It is no |longer correct. There have been a
possi bl e HDR i ncident and an iodine incident since that tine.

| m ght also add that these two that we have
listed here, | have them -- they're under m sadm ni strations,
but they're still |isted as events by us in that we have not
assured that they neet the definition for m sadm nistration.
It's still under -- | guess | would |like to add here, just to
clarify, that all m sadm nistrations do not have a violation
associ ated with them

Do | have any questions on the --

(No response.)

MS. MERCHANT: Short and sweet.

CHAI RMAN SI EGEL: What's the status of agreenent
state i nplenentation of the QM rul e?

MEMBER QUI LLEN: M xed.

CHAI RVMAN SI EGEL: | knew the answer. | just was
curious.

MS. MERCHANT: | was going to say Larry can best
answer that because he gave a little talk at the agreenent

state neeting.
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MR. CAMPER: Well, Bob's characterization is

correct. It's mxed. And those who haven't seem to be
waiting to see what we're going to do about revising Part 35.
And those who have are annoyed because ot hers have not because
t hey' ve spent noney, tine, and dealt with their state

| egi sl atures.

CHAl RMAN SI EGEL: Aren't those who haven't in
vi ol ation of the |aw?

MR. CAMPER: Well, technically it is an item of
conmpatibility. They had three years to becone conpatible on
it. But we have been working with OGC in trying to find ways
to provide sone flexibility for the agreenent states on this
issue. | don't know exactly where it stands at this nonent.
It hasn't cone to closure.

But there are sone problens. |In some of the
states, for exanple, this idea that you would have |icensees
submt their QWs, some states, for exanple, have a
requirement that if the regulatory agency receives the
docunent fromthe licensee, they have to review it and react
toit within 30 days. And if they literally had to do that,
t hey woul d have to shut down the rest of their prograns so
they could review, submt a QWP.

So there are sonme practical problenms for the
states, but it's a mxed bag. And we're trying to work our

way through it.
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MEMBER STITT: | have a question for Bob. The

table that Sally showed, is there anything that's equival ent
to that for the agreenent states regarding m sadm nistrations
by type?

CHAI RMAN SI EGEL: That was part of the point of
conpatibility.

MR. CAMPER: Yes. W --

MEMBER STITT: 1Is that actually collected?

MR. CAMPER: That's a question that always cones
to ny m nd whenever | |ook at m sadm nistration data. Let ne
see if | can try to properly characterize where we are.

The definitions for m sadm nistrations were
Division | conpatible. That neans they woul d have been
verbatimeffective in January of '95 for the agreenent states.
They had three years to inplement the rule. It becane
effective on the 27th of January 1992, which neant, then, for
the first time you would have had all states and NRC cal ling
m sadm ni strations by the same thing in terns of definitions.

VWhat you have right now, though, is you have sone
of the states have achieved conpatibility and are using our
definitions. Some are still relying upon the old definitions.
And yet another subset is relying upon definitions for
m sadm ni strati ons which they have created. So obviously
until such time as you get the uniformdefinition you won't be

able to get a national perspective.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

483

It's further conpounded by the fact that it's
only been recently that we've asked the agreenent states to
report to us m sadm ni strations which occur, but it's
voluntary reporting. |It's not a mandatory reporting.

Now, if one |ooks at the data, you | ook at a
matri x of all the states and the m sadnm nistrations and you
track it across tinme, this clearly holds in the data, which
tells me the states are either identifying themor reporting
themw th varying degrees of attention and accuracy.

But it's a problem and there's no question about
it. If you ever want to really get a handle on the total
nunber of m sadm nistrations, we're going to have to get a
| evel playing field, sane definitions, uniformreporting, et
cetera, et cetera. And, frankly, we may never achieve that.

CHAI RMAN SI EGEL: That's okay, too.

MS. MERCHANT: Just to add to that, this database
does contain what information we have as far as agreenment
states are concerned.

MEMBER FLYNN: It's interesting when you total
the numbers that if you take all brachytherapy, -- | totalled
44 -- all nucl ear nedicine, diagnostic and therapy, 25, and
tel et herapy 15, so brachytherapy now, as we predicted before,
woul d continue to grow in terns of potenti al
m sadni nistrations. Teletherapy will continue to decline.

Probably nucl ear nmedicine will decline also.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

484
MR. CAMPER: You know, we're reluctant,

obviously, to react to this data because it could only be a
statistical blip which in tine may normalize itself. | don't
know. But, on the other hand, there may be sonethi ng goi ng
on. | don't know what it is. But the results are
encour agi ng, at | east.

CHAl RMAN SI EGEL: The one part of the quality
managenent rule that nmade sense, the witten directive, is
goi ng on.

Ckay. Thanks, Sallvy.

MS. MERCHANT: Thank you.

CHAI RVAN SI EGEL: Pat? W're going to give an
update on the National Acadeny of Sciences study and hear
about the business process re-engineering. | think before you
canme in, Pat, | said that | understood that we were going to

get license anendnments approved in two weeks under this new

pl an.

DR. RATHBUN: That | ong?

CHAI RVAN SI EGEL: Yes. | said that.

DR. RATHBUN. We're going to do it in 1.4 days,
1.4 days.

CHAI RVAN SI EGEL: Excel | ent.

DR. RATHBUN: | thought it would be better to
just have an informl handout here. | want to start with the

Nati onal Academy of Sciences and give you a little update on
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that. And | thought it m ght be useful to pass out sone of
the slides that they used at their briefing at the Conm ssion.

| f you recall, the National Acadeny of Sciences
briefed the Comm ssion on March the 29th. And | just thought
it mght be useful if we revisited the study. W're coni ng
down the honme stretch now. And then we could take and build
upon where they're going.

You recall we gave them $1.15 million to do this
study. They have stayed remarkably within their budget and
ri ght on schedule. They have been extrenely conscientious
about this. They have a 16-nmenber interdisciplinary
commttee. And | on the next page provided their nanes.

If you recall, they comm ssioned a nunber of
papers. They have held five of their six commttee neetings.
They had a public hearing. They forned a special panel on
qual ity managenment. And they carried out four site visits.
Committee nmenbers are on the next page. | think they' re al
known to you.

Just in case there is anyone here who didn't ever
wal k t hrough the task, we gave themthree broad areas to | ook
at: The broad policy issues underlying the regulation of the
medi cal use of radionuclides, the overall levels of risk, and
the current statutory or regulatory framework. |'m sure you
know by now that the Chairman's nmain interest is in ltem3

The subcomm ttee --
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CHAI RMAN SI EGEL: That's your chairmn?

DR. RATHBUN: Qur Chai rman, Chairman Selin,
right, right. | think that Dr. Putman is equally interested
in all three, as he has expressed it to ne.

The comm ttees that they set up, the
subcomm ttees, of course, parallel the tasks we gave them
possibly with the addition of education and training, which is
within the purview of the National Acadeny of Sciences to add
and expand scopes of work if they feel that that's the best
way to acconplish the task.

The site visits were to Georgia, M nnesota,
Massachusetts, and California.

So that brings us up to date. |[|'ve also included
i n your handout what is the general outline for the paper.

CHAI RMAN SI EGEL: Exceedi ngly hel pful.

DR. RATHBUN: Well, in case anyone is wondering
why |I'm sort of vague here, we don't know what the Nationa
Acadeny of Sciences is going to do. In fact, they nmet in
Washi ngton | ast week. And it was a full executive session,
whi ch neans that no nenmber of the NRC was able to attend.

So, in all honesty, | don't have any idea what
they do. | know they spend their noney properly, and | know
they nmeet their deadlines. And | guess that's good.
Certainly that's good for me since |I sign their vouchers that

I know that, but | have no real idea as to what they're going
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to be telling us. I'mstarting to | ook |ike Kate-Louise
briefing the Commi ssion. | don't know.

MEMBER NELP: Question: What is the NRC s
obligation or commtnment to respond to the committee's report?
Is it strictly an advisory report or have they sort of nade an
internal conmtment to nodify their behavior based on the
report?

DR. RATHBUN: Let nme answer from a procedura
standpoint. The report will arrive. The report will go to
peer review in COctober. W have negotiated with the Nati onal
Acadeny of Sciences that the agency can receive one copy at
that time. W are conmtted to formng a group that w ||
evaluate this report. And so that's the procedural answer.

MEMBER NELP: Could you answer my question?

DR. RATHBUN: Larry can answer it.

MEMBER NELP: VWhat's the climte? |Is the NRC in
a position to want to respond to this report in a reactive way
or is this just --

CHAI RMAN SI EGEL: Which NRC are we tal king about:
The one this week or the one in a nonth?

MEMBER NELP: -- or is this just w ndow dressing?

MR. CAMPER: No, | don't think it's w ndow
dressing. Let ne try to attenpt to answer your question.

CHAI RMAN SI EGEL: A whol e new ball gane.
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MR. CAMPER: As Dr. Rathbun says, we will have a

process that we will go through. There will be a task group
that will be forned to evaluating the findings. The staff in
our division will do a thorough evaluation of the report. |

suspect in parallel or shortly thereafter Conmm ssioners,
assi stants for the Comm ssioners at that tinme will do their
own eval uati on.

And at sone point the staff will go to the
Comm ssion with its evaluation or interpretation of the
findings and what it m ght nmean to us and how we m ght react
toit. There will be interactions with the Comm ssion, and
the Comm ssion will then conme back with its posture and direct
the staff to do certain things as a result of the NES study.

Now, no one could tell you right now what our
regulations will ultimately |l ook |ike or, for that matter,
what NES will|l suggest. M feeling is | believe that the NES
report will be quite a m xture of findings and/ or
recomendations. And so it's hard to say. But certainly when
we task themto do the study and as we |ook at the need to
revise Part 35, we certainly see the NES study as a cruci al
conponent of whatever that we do.

Now, | don't think we're going to necessarily
react and do everything that NES m ght suggest that we would
do, nor do I think that we will ignore everything that NES

woul d suggest that we do.
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We know, the staff has known, the managenment has
known for some tinme that there is a need to have Part 35
undergo a major revision. There's a need to take a critical
| ook at how we regul ate the nedical use of ionizing radiation
and are we applying the right |level of regulatory presence for
the risks involved and so forth.

Clearly this industry has matured if one goes
back and conpress it to the statute of our regul ations over

the | ast 18 years, since '87, when it was |ast revised.

An NES report will undergo serious consideration
and review and will be a key conponent in what we do. But
there will be other things that will also be key conponents.

We know, for exanple, that we want to hold a series of public
neetings, nost |likely geographically disbursed across the
United States. We intend to solicit public comments,
obviously. We intend to publish an advance notice of proposed
rul emaking to solicit comrents.

We intend to interact with this Commttee on
several occasions during that course of the revision. W want
to nmeet with the appropriate professional societies. W want
to meet with the boards and so forth that are responsible for
physi cian training and experience requirenents and board
certification.

So all of these things, including the NES report,

will ultimtely be key conponents in a major revision of Part
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35. | dothink it's fair to say, as |'ve already said on the
report, | think that Part 35 when it's all said and done wil |
| ook quite different than it does today. And | think the NES
report will have greatly influenced that.

MEMBER NELP: W Il this report be in the public
domai n?

DR. RATHBUN: Yes.

MEMBER NELP: As soon as it's submtted?

DR. RATHBUN: Yes. The schedule right now that
they're on is hopefully to conplete it in August, send it out
for peer review. In October it would return from peer review
and go to the printer. Usually that takes about eight weeks.
But that beconmes a publicly avail abl e docunent.

In fact, that's one of the issues. The Nati onal
Acadeny of Sciences does not like to release their work to an
agency because it gets in the public too fast or incorrectly.
There's an el aborate procedure that they use.

Havi ng wal ked this walk with them they have
really worked hard. They have done really an excellent job.
The position that we're in that makes it unconfortable to
respond to you is that we know what they're doing is good, but
we have no clue as to what it is. So it's hard to say to you
"Well, we m ght propose rul emaki ng" or whatever because we

don't know what they're going to tell wus.
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But | know that nmany of the agency responses to
Congress and many of the tines that Carl Paperiello responds
to the Chairman, they're awaiting the results of the NES study
to give us the guidance as to how to nove forward with the
Medi cal Programin the future. So | know there is no plan to
trivialize it.

MEMBER NELP: Thank you.

DR. RATHBUN: So | put in the report review
process for you because that's the strong suit of the National
Acadeny of Sciences. You know, they pull all of this
i nformation together, and then they assenble a peer review
team It is exhaustively peer reviewed. And | have a | ot of
confidence in that process.

| am confident they'll nmeet that January
deadline. W are fortunate that the agency at least fit the
seni or managenent, that the Conm ssion will see a copy of the
docurment in October, | will be allowed to read the copy in
Oct ober and hopefully all of you about eight weeks |ater.

Al right. The next topic I'd like to tal k about
is the business process re-engineering that we have been
wor ki ng on since Septenber.

| have included in your briefing book the
executive summary of this whole staff's report. That actually
is a working docunent. And I'mgiving you today a copy of the

Comm ssi on paper. Yesterday, May 11lth, Carl Paperiello
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briefed the Comm ssi on. And information in the Comm ssion

paper, which | think Janet will pass out next --
MS. SCHLUETER: |'m not sure everyone wants it.
DR. RATHBUN: | would give themthat because the

Comm ssi on paper really contains our best and final wite-up
of the BPR. And then what | would |like to do, have you
hopefully get to read that at your |eisure, but we'll walk

t hrough this very exciting project.

We are a core team conposed of nyself as the team
| eader and representatives fromeach region in the NRC and
representatives fromour O fice of Informtion Resources
Managenment. We have practically |lived together for the past
six nonths. We eat, sleep, breathe BPR In fact, | left
there just now to come down here to return to the BPR team
who sort of said "How could you possibly | eave us on a day
like this?" | mean, we're like a famly now BPRis a very
i ntense but very rewardi ng process.

Let's start with what is it that we did and where
does that fit in the grand schenme of things. On your first
slide, I show you that we concentrated our efforts, first of
all, on the licensing process. But, as we are all aware, that
is tightly tied in to many other facets of NMSS and agency
functioning: Inspections. |It's tied in to the regulations;

i nci dent response; and, of course, the collection of
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operational data. The current plans that Carl has are to
begin to do a BPR of the inspection process |ater this year.

OCkay. If you turn to the next slide, which says
"The Current Eight-Step Materials Licensing process,” when we
began this project we naively went out and made this nodel of
how we |icense. Well, turn to the next page. This is how we
t hought it was. But when we actually went out and exam ned
it, we found that, instead of eight steps, each one of these
had their own set of steps. These things nove around. They
go back and forth. They sit in people's "In" baskets.

And so turn to the next page. What actually
takes 84 days to do? W found there were only 1.8 days of
actual work time in issuing a |license. Now, this was a great
revelation to the core team and managenent and everybody t hat
we tal ked about. And it gave us what is called in BPR lingo a
conpel ling reason to change. Now, you all probably already
knew t hat we had a conpelling reason to change, but, you know

The other thing that was very, very interesting
is that on this Slide 6 that you're | ooking at, we found that
there were an average of 54 handoffs per license. Now, this
could be the license went fromthe secretary to the reviewer
and back to the secretary or to the secretary to the Xerox
roomto wherever it went. But, nevertheless, there were 54 of

t hem
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We believe that in the new process we can cut
that down to nine. That's about the best | think we can do.
And we think we can cut that tinme down to four days on issuing
that |icense.

MEMBER NELP: \Wow.

DR. RATHBUN: Now, these are very anbitious,
stretched goals. W'I| see what happens.

CHAI RMAN SI EGEL: |Is that including weekends?

DR. RATHBUN: No. That's workdays.

OCkay. What is it we want to do? Look to the
next page. This is what in BPR talk is called our vision.
The new |icensing process is a three-part situation. W have
-- yes, sir?

MR. CAMPER: Question?

DR. RATHBUN: Are we out of --

MR. CAMPER. On Slide 6, your 1.8 days of actual
work time --

DR. RATHBUN:. Yes.

MR. CAMPER: -- that includes all review tinme?

DR. RATHBUN: That included review tine.

Ckay. A three-part. There's a new way of
| ooking at regulations. There's a new way of working in
teanms. And there's a new |licensing process.

|"msorry ny slides got out of order. W were

kind of in a scranble fromyesterday. If you would shift two
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slides forward to what is called Slide 14? 1'd like to walk
you through the highlights of the new process.

The name we have given to this concept under
whi ch we hope to deal nore effectively with regul atory
processing is called the virtual regul atory process design
center. Now --

CHAI RMAN SI EGEL: Is that where John d enn worKks
now?

DR. RATHBUN: John G enn was the first person to
be sent off to it. It's virtually conplete. W don't want to
| ose any of our old friends. W just want to grandfather them
I n.

The reason we called it virtual is because we do
not want to inply that we're altering the regional structure
of the NRC. That would be fool hardy. However, we have
| earned that using what they called G oupware, which is a type
of conputer software where you can be interlinked, we can
actually work from our region and others, home, licensing

site, and we can be linked together in virtual space. Now, we

CHAI RMAN SI EGEL: Are you using Lotus Notes for

DR. RATHBUN: Yes. W are enpowered to use Lotus

Notes for this issue. The agency is not yet supporting Lotus
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Notes. But we can use it for this issue. That's why | kind
of backed off of that.

CHAI RMAN SI EGEL: Cot it.

DR. RATHBUN: Now, | don't want to oversell this.
We obviously have to also neet in real time, as we have been
doi ng now. But we believe that using this type of process,
which is |ike a task, an enpowered, upgraded task force, that
we can work together with research, with the agreenment states,
with even the ACMJI |inked in, of course, on Lotus Notes. So
it has something for everyone. BPR is |ike that.

CHAI RMAN SI EGEL: For whatever it's worth, just
to anplify on that, the Advisory Conmttee on Human Radi ati on
Experi ments, which has got a short half-time commttee, the
staff and the whole commttee are using Lotus Notes for a
great mpjority of their work. And it is fantastic.

DR. RATHBUN: It is a wonderful product.

CHAI RMAN SI EGEL: Working wel | .

DR. RATHBUN: The Departnent of Energy using
Lotus Notes for their major database efforts. Conputer
Sci ence Corporation, who is our prine contractor, has
install ed sonething |ike 10,000 copies of Lotus Notes
worldwide. So if they can handle it, we can probably handle
it. But it is a wonderful new way of working. W just put up
a bulletin board to be able to interact, and it's great.

We're hoping to get nore people on it.
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But what are the kinds of things we want to work
on in this regulatory product design center? 1In a few m nutes
['"ll be telling you about a proposal to extend licenses. W
are going to conbine all of our guidance docunents, including
policy and gui dance docunents, into a single |licensing nmanual.
That activity has begun and will be worked on over the next
t hree nont hs.

We're al so devel oping a saf ety-based expert
system ai ded application review process. Wat does this nmean
in English, Pat? This neans that we have hired an artificial
intelligence expert to help us set up scripts so that when we
go through the licenses, we have a conputer-assisted review.

Carl is proposing that we cone up with a 50.59
equi val ence for materials licenses. This, if | understand, --
John, maybe you could help ne out -- mght involve rul emaking.
We're tal king about the concept of indefinite |icenses.

We're al so tal ki ng about devel opi ng educati onal
products within this center. Yesterday Dr. Jackson asked ne
"What are your plans for training?" Well, in the nodel that
we're using here, a training person would be with us from day
one. You do these things -- rather than waiting until it's
devel oped and just rolling it out in the world, you actually
wor k together to devel op these things. This is what we are
currently envisioning goes on in this regulatory product

design center. Okay?
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The next page, which is Slide 15. This is our
schematic of how we believe we will be licensing in the
future. 1'd just kind of like to walk you through it. On the
| eft-hand side, if a bad application cane in and a bad,
inconplete license cane in, we'd like the ability to bounce it
ri ght away, not have it |ying around costing you noney and
wasti ng our tine.

We'd like all applications to cone into a central
poi nt and be centrally managed. Wat we have found is that
t he regi onal concept, although very inportant for interaction
with Iicensees, is not very efficient in this setting. So we
woul d envision |icenses comng to a central point and then
bei ng apportioned where it is nost appropriate to review them

The exanple that Carl has been giving is that
there are not a | ot of gauge users in Region 1 and it will be
better to have those types of licenses revi ewed el sewhere.

CHAI RMAN SIEGEL: In the nodel that you're using,
what fraction of refusals to file, if | can use the FDA
parallel, do you think you'd have in terns of bad
applications?

DR. RATHBUN: | think it would be very | ow

CHAI RMAN SIEGEL: So it's not just a nethod to
make your statistics | ook better?

DR. RATHBUN: No.

CHAI RMAN SI EGEL: Ckay.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

499
DR. RATHBUN: | think it would be very low. And,

in fact, when | talked to you about the proposal for the
one-tine |icense extension, we believe that only 300,

approxi mately, licensees would not pass a filter to go ahead
and receive that.

MR. CAMPER: Just a comment, too, to add to that,
Barry. This is the point that Janet was getting at this
nor ni ng when she was tal ki ng about the gui dance nodul es.

We know that the gui dance docunents that we are
currently devel opi ng, upgrading, and what have you w |
ultimately undergo big changes as well because of BPR  And
the idea is to get as much information on the front end for
the licensee so the applications can be as sound as possible
to keep that nunber of poor applications as | ow as possible.

DR. RATHBUN: It's hard to describe this because
it has to fit together. You know, if the guidance is upgraded
cl ear, coherent, consistent, and automated, it's going to
vastly speed up the way we do things. So it all fits
together. Also presumably we woul d have put out better
gui dance so that the licensees would better understand how to
submt. So we wouldn't have the disconnect that we get right
now.

CHAI RMAN SI EGEL.: Got it.

DR. RATHBUN: The m ddl e part tends to cause a

little bit of confusion. We are going to look at |icenses
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dependi ng upon their degree of conplexity. The exanple at the
top is of a gas chromatograph. W believe that this is a
relatively sinple thing to |icense and does not require a huge
| evel of technical review

We're not inplying here that it is solely going
to zap to the conputer |like the ATM machine. W understand
that a human will have to take a cut at it. But we do believe
that sinple licenses assisted by the artificial intelligence
scripting can process fairly directly through.

What this does is it frees our technical
reviewers if you | ook at the bottomfor the nore difficult,
say a broad-scope, license. W can pull together a team
i ncl udi ng what ever expertise we need, to |look at that |icense.

In the mddle |I show you our tool set that we
believe we will be devel opi ng over the next nine nonths.
There's no reason why we can't have a voice response system
Everybody el se has it.

Com ng out the back end, | wanted to stress to
you that whatever is done in this new process, be it the
automated part or be it the technical review part, we wll
subject that to a 100 percent quality assurance review
That's going to be resource-intensive, but that is, of course,
vastly inportant froma safety standpoint. W hope to have,
then, the |license com ng automatically in ny dreamthrough the

Internet, but that's even going too far maybe.
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The final and nmaybe the npbst inportant thing
that's going to make this work is we're saying we want a new
way of working in teams. The concept |'m working in out at
Shady Grove is a self-managed work team

For all of you who attended the Comm ssion
briefing yesterday, they are a self-mnaged work team W
couldn't keep themfromstanding up. It was really funny
because normally only the speaker speaks at a Commi ssion
meeting and maybe, maybe the person with them But the team
was saying "No. W've got to tell the Comm ssion" this and
that. And the Comm ssion was very open to that. It was

really quite an experience yesterday.

So what do we do in our teams? Well, we
partnered. In the upcom ng sessions we'll have a union
representative. | think that will be very hel pful. Qur team

deci sions were team decisions. W reported out, but they were
consensus- based team deci si ons.

We're recommendi ng parallel concurrence. By
agency-w de goals | nmean a de-enphasis on regional goals. W
can set them as agency goals and apportion work where the
expertise lies.

Sone of these |'ve already tal ked about: The
si ngl e gui dance docunent, agreenent state cooperation, rapid
access to centrally stored data. Hopefully the things that we

focus on are the exception, not the rule.
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And | think, at |east based upon ny experience of
the past six nmonths, it's a wonderful way to work. The team
has its ups and downs, but it is a good way to work. So

that's our philosophy.

And if you just -- | don't want to take too nuch
time. | think I"'mgoing to kind of skip on. As Carl said, --
go to Slide 17 -- we actually hit all of the functional areas
of the National Program Review. But |I'll just be honest, as
Carl Paperiello is. W didn't nean to. It just turned out

this way. We didn't sit down and say "Oh, boy. This program
is going to parallel NPR " It is in working this way we did

acconplish these goals. And I think it is inportant to point
t hat out.

OCkay. Let's nove on. 1'd like you to go | think
all the way to the end. And I'll just take a few questions.
Let nme show you where we are now, Slide 11, which is really
your | ast slide.

We have conpleted the paper nodel. We briefed
the Comm ssion. | certainly anticipate Comm ssion approval to
continue. They did sonme nodification to our schedule in terns
of public comment, workshops, nore interaction with the
i censees. And perhaps | could even get sone gui dance from
you all as to what would be the best steps to take in terns of

i nvol vi ng your constituents.
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We'll go into a prototype phase next. And we
hope to inplenment in one year.

That's my fast tour of BPR  Questions?
Comm ssi on paper has a |ot, of course nmore, init. |[|'d be
pl eased to cone back and talk to you again as to how we're
doi ng on this.

CHAI RMAN SI EGEL: | think we'd |love to have a

status report a little bit further down the line. Especially

after some of us have been relicensed by this mechanism it
wll be interesting to see how it works.

DR. RATHBUN: It could be our first feedback
sessi on.

CHAl RMAN SI EGEL: Okay. Good. Thanks, Pat. All
right.

John, et al., for status of rul emaking. John,

just so you are aware, we may be interrupted by visits of one

or nmore Conmi ssioners while you're on.

DR. GLENN: Okay. Fine.

CHAI RMAN SIEGEL: And | told themwe'd stop if
t hey cane.

DR. GLENN: Very good.

The wrong patient rule is the first one. [|I'm
going to give you status reports on three separate
rul emaki ngs, all of which have been discussed with the ACMJI

bef or e.
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Do take note -- | think nost of you recognize ne.
However, the title is new | amnot Chief of the Radiation
Protection and Health Effects Branch in the Ofice of
Research, rather than NMSS.

|"ve been trying to figure out in terns of the
statistics that were being shown earlier in terns of
m sadm nistrations -- '94 and '95 sort of mark the end of ny
termin NMSS. And, all of a sudden, nisadn nistrations drop
dramatically. The question is: Do | interpret that that I
was the problemor that | solved the problem and, therefore,
was allowed to | eave?

(Slide)

DR. GLENN: The first slide describes what the
issue is with what we're calling the wong patient rul emaking.
The question is if a medical adm nistration of a
radi opharmaceutical is given to the wong person and, in
particular, it's given to a person who is not intended to
receive any kind of licensed material fromthe |icensee,
shoul d that be treated as a Part 20 exposure of a nenber of
the public or is it a msadmnistration under Part 357

In the proposed rule that we sent out, the issue
was resolved in the favor of treating it as a
m sadm ni stration under Part 35 and not as an exposure to a

member of the public.
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We published it in January of this |ast year.
Only four comments were received, and they were all favorable
to this concept. | think in the past with this Comnmttee the
comments have been the sanme that it is nore appropriate to
consider this problem as one of nedical delivery, rather than
of failure to control sources of radiation and exposing the
public.

We initially had sone problens in terns of how to

go forward with this rul emaki ng because we attenpted to define

pati ent and wong patient. That got us unnecessarily
involved, | think, with trying to characterize nedica
practi ce.

| think we have come up with the answer and you
have seen the proposed | anguage, but basically the approach is
to nodify the scope and definitions of public dose and
occupati onal dose in Part 20 to explicitly exclude doses due
to any medi cal m sadm nistration the individual has received.

So the verb is receiving the adm nistration, not

the status of the person in terns of a menmber of the public, a

patient, or whatever. |If it's a nedical adm nistration, it's
going to be treated under Part 35. |If it's a
m sadnmi ni stration under the definitions of Part 35, it will be

treated as a m sadm ni strati on.

(Slide)
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DR. GLENN: Okay. Schedule. The final rule has

been drafted by the staff. It is in the concurrence process,
and we hope to have it up to the Conmm ssion in June.

| guess if there are any coments? | think in
the past the Commttee has indicated general favor with this
particul ar approach. |If there are any comrents in terns of
the draft | anguage that we have passed out to you?

CHAI RVAN SI EGEL: Yes. First order, are there
any comments? | nean, | reviewed it. | thought it | ooked
pretty straightforward. | think it seens |ike we do have one
order of business, though, John. The statenments of
consi deration --

DR. GLENN: Yes. It says you approve of.

CHAl RMAN SI EGEL: -- says that we agreed at the
neeting on May 11lth. So, first of all, we do need to renenber
to change that to May 12th.

DR. GLENN: Yes.

CHAI RVAN SI EGEL: And can we have a notion that
we agree?

MEMBER SWANSO: So noved.

CHAI RVAN SI EGEL: |Is there a second?

MEMBER WAGNER:  Second.

CHAI RMAN SI EGEL: AIl in favor?

(Wher eupon, there was a chorus of "Ayes.")

CHAI RMAN SI EGEL: Any opposed?
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(No response.)

CHAI RMAN SI EGEL: You got it.

DR. GLENN: Thank you. W will nmke that
correction in the paper, and it will now be 100 percent
accur at e.

(Slide)

DR. GLENN: The next rulemaking |I want to discuss
is patient release criteria. |'Il just nmention that the work
on these two rules is by Steve McGuire and Stewart Schnei der.
And if we run into any difficult questions, | will ask themto
respond to them

| think one of the areas that m ght be nost
controversial -- 1 think, again, you approve of the approach.
The approach is that we're going to a dose-based rel ease
criteria for patients that's based on 500 mlIliremto nmenbers
of the public as a result of release of the patient. | think
where you may have sone disagreenent is in terns of the
gui dance and how we are going to inplenment the rule.

| think one of the issues that nm ght be of sonme
contention is recordkeeping. Currently as drafted and with
sonme small changes in the | anguage because | don't think it's
clear in all cases what the recordkeeping requirenment is --
but our intent is to require a record if the basis for the
rel ease of the patient is not the quantity adm nistered -- |'m

sorry -- if the quantity adm ni stered exceeds the quantity in
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the default release table in the regul atory guide. What that
translates into is that if it involves any assunptions other
t han point source, 25 percent tinme spent at one neet, and that
it's physical decay only, then you have to docunent the basis
on which the patient was rel eased.

What's not explicit in the rule | anguage but
which is, | think, inplicit is that it also neans that if
instructions are required because the patient is a
br east - f eedi ng woman, that a record would also need to be kept

to denpnstrate that that was done and that instructions were

gi ven.

CHAl RMAN SI EGEL: Say that again, John. You | ost
me.

DR. GLENN: There will be another table -- and
we'll get to that later -- that discusses quantities of

material that may be adm nistered to a breast-feeding woman
that would require that instructions be given in order that
the child not receive a dose in excess of the public limt,
which is the 500 mllirem In those cases where that is
requi red, then a record would need to be kept.

CHAI RMAN SELIN: Can | interrupt?

DR. GLEN: Sure.

CHAI RMAN SI EGEL: O course, you can interrupt.

CHAI RMAN SELIN: | say good norning to you all.

CHAl RMAN SI EGEL: Good norning. How are you?
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CHAI RMAN SELIN: I'msorry. | need to run off

this afternoon.

CHAI RVAN SI EGEL: We wanted to have a 10-second
opportunity to wi sh you well and to say how nmuch we've enjoyed
wor king with you and appreciate the spirit in which the NRC
has treated the ACMJ over the |last four years. What else can
| say?

CHAI RMAN SELIN: That's not bad. Thank you very
much. But the Conmm ttee has been extraordinarily hel pful as
we try to figure out what we want to do about nedi cal work.

| guess if | were going to say one thing, which
obviously I amgoing to say, it would be to sort of help us
with some of these |arger questions that we conme by. As you
know, the staff is trying to re-engineer a |lot of the Part 35
and related itenms. |If we get something out of the National
Acadeny study, that will be nice, but no one is foolish to
have sone people go away, cone back two years, and count on
anything explicit com ng back.

So | do hope that you will not just |look at the
specific pieces but do a kind of overall Gedanken experinment,
you know, "If these were, in fact, the rules today, how would
t hey work?" since you bring not only your professional
know edges, experts, but as practitioners, and to help us run

t hrough how these itens woul d worKk.
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This is not a Comm ssion-|level commttee. So |
can't give you a charge, but if I were to give you a charge,
it would be to ook at the overall Part 35 or the changes that
we're tal king about and try to see how they interconnect with
each other. And as practitioners would your |ives be
significantly easier if we do these things? And put
yourselves in the shoes of the patients. Wuld the patients
be any better or worse off if we did this?

CHAl RMAN SI EGEL: | actually think we figured
t hat charge out already and are eager to attack those tasks.

CHAI RMAN SELIN:  Very good. So this Committee
has been a |ot of fun for me. | can't say that metaphor
regul ati on has been a ot of fun. This Commttee has been a
ot of fun for me. And | have enjoyed it. | have enjoyed it
very nmuch.

By the way, there is one major thing that we're
t hi nki ng of doing that would be very helpful. | would like to
see the agency get out of the business of qualifications of
professionals. | just don't see that we need to do that. |
don't think we need new | egislation to do that. | think that
we could do with in our current piece. And that's one thing
the staff is going to be | ooking at, which goes far afield in
terms of innovation conpared to the other pieces which are

nore mechani cal or |ogistical pieces.
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So we have three pieces. One is: |Is it a good
i dea? | nmean, do we have anything to contribute at the margin
by saying who's a qualified physician if you're not
Board-certified? Who's a qualified technician? And do we
really let the endocrinologist tell us what a qualified
cardi ol ogist is and vice versa?

The second question is: If we don't do it, do we
have to make sonme changes so that other people will, in fact,
make responsibility for errors of om ssion? There's always
sonebody to take responsibility for errors of conm ssion, but
does sonebody fall between the cracks?

And the third is to | ook ahead in the world of
gamm kni ves and ot her new technology, is it nore inportant or
| ess inportant that we be involved in deciding what it takes
for people to be qualified or who would qualify? And that
woul d be very hel pful.

You have an extraordinarily varied group. |It's
much nore of a representational group than just five people
who know a | ot about reactors or waste, and | think it would
be very helpful to the staff.

So I'"'msorry | can't stay longer either this
norning or at the NRC, but, in any event, thank you for those
ki nd words, Barry. Thank you very nuch.

CHAI RMAN SELIN: What were you tal king about,

John?
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rel ease of

| think we have anot her Comm ssi oner.

CHAI RMAN SI EGEL: We're doing very quick

i ntervi ews here.

now?

DR. GLENN: Barry, do you want her

CHAlI RMAN S| EGEL: Pl ease,

COWM SSI ONER de PLANQUE:

Gai | .

Hi .

CHAI RMAN SI EGEL: Hi. Welcone.

COWM SSI ONER de PLANQUE:

CHAI RMAN SI EGEL:  Fi ne.

could capture you for two m nutes --

COWM SSI ONER de PLANQUE:

CHAl RMAN SI EGEL: -- to t

all enjoyed working with you.

speci al

i nt

pl easur e.

COWM SSI ONER de PLANQUE:

to come up

How are you?

We wanted to see if we

Sur e.

ell you how much we've

Thank you.

CHAI RMAN SI EGEL: We really appreciate your

erests in the Medical Program It

has been a

We wish you well. That's really it. And we'd

wel come any sage advice you want to give us in 30 seconds or

| ess or

be you serve an extrenely inportant

and for

even | onger.

our

COWM SSI ONER de PLANQUE:

regul ation in the nedical

The sage advice would

ar ena.

pur pose to the Conm ssion

And soneti nes



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

513

you nmay feel that your nmessages aren't being heard, but I
think they are.

We do get the reports of the nmeetings, and we
really value all your input because you are our contact with
what's going on on the other side of the wall.

It's extrenely inportant that you continue to
voi ce your opinions, your conclusions, your advice. Wen
there are key issues and you think we m ght not be getting
your attention directly, well, then try to get our attention
directly. But it's extrenely inportant that you do give us
your input on everything that's going on.

You know, of course, we're reevaluating the
entire nedical regulation. And it's not quite clear what the
outcome will be. | think at this point we're -- and |'m sure
staff has told you that we're waiting to see what the acadeny
will say. And dramatic actions will occur as a result of what
t hey m ght say, what we think of the result.

And, try as we m ght, we haven't been able to get
themto spill the beans and give us sone sort of preview as to
where they're going. So it's really hard to tell at this
point, but we're certainly |ooking forward to that.

By the way, there was a very interesting piece on
NPR this norning about errors in the nmedical comunity. If
you haven't heard that piece, you mght be interested in

hearing it because it did provide sonme perspective with other
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areas of medical and what kind of errors you nmight expect in
t he endeavor of trying to nake conparisons. So we sent for

the text of that. We think it's of interest. If you don't

see it any other way, it's just one nore bit of information

that m ght be of interest to you.

But | certainly have enjoyed very much getting
the results of your neetings. | haven't met all of you
personal ly, but 1've seen many of you. And we certainly
appreci ate your worKk.

CHAI RMAN SI EGEL: Thank you.

COW SSI ONER de PLANQUE: Thank you very much.
Good | uck.

CHAI RMAN SI EGEL: You, too. Thank you.

DR. GLENN: Barry, did | answer your question or
not ?

CHAI RVMAN SI EGEL: |1'm not sure. |If there's by

the table, which is as yet inconplete in the work that we saw,

DR. GLENN: Ri ght.

CHAl RMAN SIEGEL: -- if you're in the range
bet ween 100 and 500 mllirems if the patient is, in fact,
br east -f eedi ng, then do you need a specific record or isn't
that the parallel situation to being within the

100-500-mIliremrange for using Table 1?
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| think the distinction in the rule as it's now
written is that if you re between 100 and 500 mllirem you
have to give instructions and you have to keep a record if you
made t he judgment based on sonething other than the table.

DR. GLENN: Other than the table.

CHAI RMAN SIEGEL: So that if you're making the
judgnment that a breast-fed infant is going to get |ess than
500 mlIlirenms based on the table, then you shouldn't have to
make a special record.

DR. GLENN: Then it should be only in those cases
where it would exceed the 500 if --

CHAI RVMAN SI EGEL: Unless you did it by special
cal cul ati on.

DR. GLENN: Yes, vyes.

CHAI RMAN SI EGEL: Do you all agree? Because this
I's key because otherwi se we've got nore paper that we don't
need.

DR. GLENN: It makes sense to ne. Now, |'m
trying to renmenber in the discussions we had with NMSS
yesterday --

CHAI RVAN SI EGEL: Because that's truly not clear
in the text.

DR. GLENN: Yes. And, Larry, | think the

question is for the breast-feeding woman where it's between
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100 and 500 and where instructions would be required, would we
require a record if it's in that interval?

Clearly below that we don't require a record.
Above that we do require a record. But there is this gray
zone.

MR. CAMPER: We were taking about written
i nstructions being provided.

DR. GLENN: Yes.

MR. CAMPER: But | don't necessarily recall that
we tal ked about a record be maintained of. No, | don't think
we were right at that point. Frankly, it's not clear to ne
why we'd need to have that.

DR. GLENN: Yes. So it really should be if the
criterion for release requires a recomendati on of cessation
that that should require a record. And | think that's
appropri ate.

CHAI RMAN SI EGEL: Denni s?

MEMBER SWANSON: A comment or a question. In the
first point you have, you require a record of the basis for
release if the quantity adm nistered exceeds the quantity in
default release tables in the regulatory guide. 1s that
really what you nean? Because | didn't interpret reading this
as scud.

DR. GLENN: That's not what it says, but | think

that is what we concluded in our discussions with NMSS earlier
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this week that is wanted. 1In other words, if the witten
directive or the record of the dose adm nistered is not in and
of itself a sufficient basis for release of the patient, then
there can be many sinple ways to include information that
supports the release. But there does need to be a witten
record that tells what the other factors are.

MEMBER SWANSON: But it was ny understanding that
you didn't have to have recordkeeping if you rel eased the
pati ent based upon these tables.

DR. GLENN: Table 1. That's correct.

MEMBER SWANSON: But the Table 1's are based upon
the quantity of the material in the patient at the tine of
rel ease, not the quantity adm ni stered.

CHAI RVAN S| EGEL: But here's --

DR. GLENN: But if you do hold the patient before
you rel ease them then there needs to be a record that they
were rel eased one day later and that the activity had decayed.
That's what we're saying, that a record of that fact needs to
be there. O herwise there's nothing to tell us that, in fact,
you did hold the patient for the extra day.

CHAI RVAN SI EGEL: Here, in fact, is the problem
The problemis that 35.75(c) says that you need a record under
t hose circunstances where the cal cul ati on was based on
sonet hi ng other than physical half-life, 25 percent occupancy,

and a neet. And that automatically puts all breast-feeding
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infants into that category because it's based on
consi derations of things |ike excretes.

So |''m now wonderi ng whet her you can figure out a
way to --

DR. GLENN: And we realize that wording has to be
changed.

CHAI RVAN SI EGEL: You really don't want records
of all of those.

DR. GLENN: We don't want all of those records.
And also we didn't catch the situation that Dennis was just
tal ki ng about necessarily with the way it's worded. So we
realize that wordi ng needs to be tuned up.

The two criteria | had up there before are the
ones that we essentially agreed to with NVMSS earlier in the
week. However, | think we need some fine-tuning on the second
one that it doesn't cover the 100 to 500.

And getting the wording right in (c) is going to
be a challenge. W realize that.

CHAI RMAN SI EGEL: What about putting the table in
the regulations? | nean, obviously it won't capture every
I sotope known to man that m ght ever be used in nedica
t herapy, but if the tables are part of Part 35, then it's easy
to refer to the table. Then you |eave |less up to judgnent.

MR. CAMPER: As an appendi x or sonethi ng?
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CHAI RMAN SI EGEL: Well, as an appendix to Part

35. | nean, there are plenty of other things. You' ve got
those long tables of annual limts of --

DR. GLENN: [It's sonething that we can take a
| ook at. There are al ways problenms when you put information
in that may change dependi ng upon the technol ogy and this sort
of thing.

We'd like to keep it in the guidance docunent,
where it's easier to revise, but we'll consider that. That
woul d make it very sinple to describe --

CHAI RMAN SI EGEL: To deal with the breast-feeding
pr obl em

DR. GLENN: Yes, right.

CHAl RMAN SI EGEL:  Ckay.

MEMBER FLYNN: Can | ask a question about --

DR. GLEN: Sure.

MEMBER FLYNN: |'m not sure | understand. The
I odine 125 inplant, the 8.7 mllicuries, that's the total
activity?

DR. GLENN: That would be the total activity.

MEMBER FLYNN: And if a patient has greater than
that activity inplanted in them they may not be rel eased?

DR. GLENN: No. But what it says is that if they
have nore than 8.7 mllicuries in them that you will need to

have anot her basis which is docunented in a record for
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determ ning that the dose to an exposed nember of the public
woul d not exceed 500.

CHAI RMAN SI EGEL: But which actually will be
consi stent with what you're probably doing already because the
regul atory guide has a dose rate that you can use as the basis
for letting them out.

DR. GLENN: Right.

MEMBER FLYNN: Because thousands of prostate
i mpl ants are being done. And the dose rate m ght be roughly
.2 mlliremper hour to neet.

DR. GLENN: And the table does, in fact, say
that. But by the way we are planning to wite the
recor dkeepi ng requi rement, you would be required to record
that you neasured the dose rate and that it was below the
val ue on the table.

Just before we renove this, one thing I'd like to
note is that for nost isotopes, in fact, the default rel ease
criteria in terns of activity are higher than the current
restriction, which is 30 mllicuries. So there are just a few
I sotopes where it is nore restrictive, iodine 125 being the
prime exanpl e.

CHAI RMAN SIEGEL: | can't imagine what it woul d
cost to give sonmeone 240 mllicuries of gallium67 or why I

woul d want to do that.
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DR. GLENN: One question that has come up in the

concurrence process and we would like a little bit of coment
fromthe Commttee, the current wordi ng woul d say
"I nstructions, including witten instructions, on howto
mai ntain doses to other individuals as | ow as reasonably
achi evabl e. ™

| believe at the |last neeting there was a
di scussion. There was clear instruction to the staff not to
say "only witten instructions.” But do you see a problem
wth our saying "witten instructions"?

| guess in the staff in discussing it, sometines
bei ng patients, we think that sometines, as well as you
doctors comrunicate, by the time we get honme we may not
renmenber everything you' ve told us. And, therefore, a witten
instruction that can be referred to either by the patient or
the famly menber is a very reasonabl e thing.

CHAI RMAN SIEGEL: In fact, we agreed. And |
think that |anguage is the |anguage | suggested. So |
obvi ously agree with it.

MEMBER FLYNN: | agree. And that's being done
for the prostate inplant patients, and appropriately so.

CHAI RMAN SIEGEL: Yes. | think this is fine.

MR. CAMPER: Ckay. Thank you.
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CHAI RMAN SIEGEL: And this is people need

sonet hing they can study, and they also need to hear it. They
need bot h.

DR. GLENN: Okay. In the current regulations in
35. 315 and 35.415, which are in sections entitled "Safety

Precautions," there are requirenments to provide instruction to
keep exposures as well as reasonably achi evabl e.

We have revised those sections to include
| anguage that now refers back to 35.75(b). Clearly on the
face of it it is redundant. And we have two choices or three
choices. We can either delete those sections as no |onger
bei ng necessary since we have a requirenent for instructions
in 35.75. We could keep this as a way to have two sections
that rem nd people that really ALARA is an inportant concept
or we could leave themin there but not refer back to 35.75
but just say in general principles anyone who is undergoing a
t herapy inplant or adm nistration, that you should provide
i nstructions for keeping exposures ALARA.

CHAI RMAN SIEGEL: Are they in conflict in any
way ?

DR. GLENN: They're not in conflict. They're
r edundant .

CHAI RVAN SI EGEL: Yes, especially since you're
saying if required in 35.75(h).

DR. GLENN: Right.
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CHAlI RMAN S| EGEL: | nmean, the truth of the matter

is to be ALARA, you really ought to delete that phrase, but
' m not recommendi ng you do.

DR. GLENN: You're not recommending we do it.
That was one question.

CHAI RMAN SI EGEL: That's what |'d do.

DR. GLENN: Yes.

CHAI RMAN SI EGEL: But that doesn't nean it ought
to be a regul ation.

DR. GLENN: But it doesn't need to be a
prescriptive requirenent.

CHAl RMAN SI EGEL: Correct.

DR. GLENN: Do you think leaving it here m ght
encourage people to go that extra mle, even in those cases
where they wouldn't be required to?

CHAI RMAN SIEGEL: | don't see this as hurting.
This is pretty neutral.

(Slide)

DR. GLENN: Okay. This is a trial balloon. This
is a table that we did not include. W have had many
requests, and NMSS has stressed to those of us in research the
need to provide sone default tables for iodine 131 as sodium
I odi de.

Now, we are asking for your advice on the best

way to present this table. | had envisaged it as being a
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tabl e of defaults depending upon the fraction of uptake in a
gi ven patient. When | asked the staff to calculate it, there
were nore vari ables involved than | had anticipated. | had
not anticipated that the biological half-life is a function of
upt ake and things of that nature. So the kind of table I
envisaged is a little nmore difficult.

So what | did ask themto do is for --

CHAI RMAN SI EGEL: That still is ignoring
attenuation as well.

DR. GLENN: This is ignhoring attenuation. The

only thing we have taken into account is the biological

excretion.

CHAI RMAN SI EGEL: Ri ght.

DR. GLENN: What | asked themto do is calculate
it for a 100-mlIlicurie dose so that essentially you can
multiply it by a factor. If it's 30 mllicuries, it's 30

percent. And so that it's an easy calculation to do. And
this way the assunptions that we've made are transparently
cl ear as we go across.

Now, there is another measure of conservatism
ot her than not accounting for attenuation. And that's that
colum after "Eight Hours." Because we're talking about up to
hundreds of mllicuries of iodine in a patient, the assunption

of only 25 percent of the time being close to the patient in
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the early hours before the biological excretion has taken
pl ace is not necessarily a good assunpti on.

So we have assunmed for the first 8 hours that, in
fact, it is 100 percent within one neet. So that would
account for people who are in cars, being transported hone,

per haps being on the nmetro going home. So the conservatism

built in for the first 8 hours is 100 percent within one neet.

From that point on it's 25 percent of the time, as in the
ot her cal cul ati ons.

| believe that for this purpose we put this table
toget her rather quickly, that we haven't accounted for the
bi ol ogi cal elimnation during the eight hours. During that
ei ght hours it's only physical decay. Then fromthen on we
take in the biological. So these nunbers would actually
decrease sone.

MEMBER NELP: Your total dose is over what?
VWhat's the time base for the |ast?

DR. GLENN: That's to decay. Rather, that's
infinity.

CHAI RMAN SI EGEL: Integrated to infinity.

MEMBER NELP: And the individual is within?

DR. GLENN: One neet.

MEMBER NELP: One neet, at one neet?

DR. GLENN: At one neet, yes.
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MEMBER WAGNER: By that table, am |l correct in

assum ng that if one used this table alone, one could then use

a release criterion of 50 mllicuries because your total dose
never exceeds one ren? So 50 mllicuries would be 500
mllirem And apparently the release criteria --

CHAI RMAN SI EGEL: You can use a rel ease for
thyroid cancer. You can use a release criteria of --

DR. GLENN: Even hi gher.

CHAI RMAN SI EGEL: -- 200 mllicuries.

MEMBER WAGNER: Well, correct, but, | nean, the
table itself would suggest that any --

DR. GLENN: That 50 would al ways be safe.

MEMBER WAGNER: Woul d al ways be safe.

DR. GLENN: | think that that would be a proper
concl usi on.

CHAI RMAN SI EGEL: But it is higher.

DR. GLENN: Yes, it is higher.

MEMBER WAGNER: Currently in the table they're
only listing 33. And what |'m suggesting is that maybe Tabl e
1 could be changed based upon this table.

CHAI RMAN SIEGEL: | think that's the whol e point,
whet her this table would potentially go in as a substitute.

DR. GLENN: Now, the only additional requirenent
I would think if we used this table is that there would need

to be a record of the fraction taken up in the thyroid.
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MEMBER NELP: \Which would be ordinarily be --

CHAI RMAN SI EGEL: Ordinarily, right.

DR. GLENN: Ordinarily, yes.

CHAI RMAN SI EGEL: Sone people do treat
enpirically, but nost do not.

MEMBER NELP: So this neans that using this
criteria because | sort of got in on the second act or the
third act of this play, at a 150-mlIlicurie thyroid cancer
dose, you could docunment, record all of these things. This
woul d indicate that ordinarily that individual could be
rel eased without hospitalization.

CHAI RVAN SI EGEL:  Yes.

DR. GLENN: Again, in using this table, the
I nportant thing is that you would know that the fraction of
t he thyroidal conponent was |ess than five percent.

CHAI RVAN SI EGEL: And that may be a problem
Buzz, because you don't, npbst people don't, nmeasure the total
body retention fraction before they treat a patient with

thyroid cancer. Most people do a scan with 5 mllicuries,

what the picture shows, and either give them 100, 150, or 200

mllicuries, depending on where the netastases are.
MEMBER NELP: Yes. Most people --
CHAI RVAN SI EGEL: Few peopl e make neasurenents,

but npbst don't.
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MEMBER NELP: Most peopl e could nake an

assunption which would be very conservatively high.

DR. GLENN: Yes. | guess there's sonme gui dance
on what woul d be an equival ent establishnent that it's going
to be five percent or less. | guess that's ny understanding
that in alnost every case it will be five percent.

MEMBER NELP: Very frequently it is, but there
are exceptions.

DR. GLENN: Okay. In the guidance we pointed out
that if a patient is in renal failure, you wouldn't be able to
use this table.

MR. CAMPER: Yes, right. You would need to bring
to bear specific factors and step through the analysis for
that particul ar patient.

MEMBER NELP: Well, you do have the capability of
measuri ng your eight-hour dose or neasuring the dose fromthe
i ndi vidual with your own survey neets.

DR. GLENN: Yes. That's always an option that if
you - -

CHAlI RMAN SI EGEL:  Yes. But you can --

DR. GLENN: -- at the tinme the patient is walking
out the door, you nake a neasurenment that's |ower than the
value in Table 1.

CHAI RMAN SIEGEL: But if it's 150 mllicuries, it

ain't going to be below 7 miIlirenms per hour if you just gave
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the dose a few mnutes ago. It's going to be higher than
t hat .

MEMBER NELP: I'Il use the table.

DR. GLENN: Okay. Now, is this an okay fornmat
for the table or would you rather see it where for a thyroida
conponent, fraction F,, we actually did the cal cul ation and
sai d what the maxi mum activity could be?

MEMBER NELP: | think you could sinplify the
| anguage a little bit. Instead of calling it -- nore
traditionally you say a thyroid uptake percent remaining in
t he body.

DR. GLENN: But here we are assunm ng you' re going
to do alittle bit of math, you're going to take whatever
adm ni stered activity you get, divide it by 100 and then
multiply by that fraction.

CHAI RMAN SI EGEL: Why not just reduce the whol e
table to per mllicurie?

DR. GLENN: Okay. Rather than do it as a
percent, but --

CHAI RVAN SI EGEL: And then make the dose in
mllirenms, rather than in rens.

DR. GLENN: Yes.

CHAI RVAN SI EGEL: Because you' ve al so got
confusing things. Right now hyperthyroidism 100 mllicuries

doesn't make sense. That would be a whopping dose for the
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treatment of hyperthyroidism But just thyroid ablation would
be fine, and then you could just say per mllicurie, but
thyroid cancer you're giving --

DR. GLEN: Sort of a nomi nal value is what we
chose to do there.

CHAI RMAN SIEGEL: Right. And that's actually a
conservative val ue.

DR. GLENN: Yes.

MEMBER NELP: But that actual in ternms of
conveni ence if you rounded that off to 100, it would make it

inplicitly alittle sinpler to calculate. But it's not a big

deal .

CHAI RMAN SI EGEL: But if it was mllirem --

MEMBER NELP: | could handle --

CHAI RMAN SIEGEL: -- mllirens per mllicurie,
instead of rens per 100 mlIlicurie, it actually -- | nean,
we're used to working in those units, mllirems per mllicurie
or, if you will, mllisieverts per nega becquerel, God forbid.

DR. GLENN: That's easy enough.

CHAI RVAN SI EGEL: I like that addition.

DR. GLENN: OCkay.

CHAI RMAN SIEGEL: And | think you'll find people

defaulting to that a noderate anount.
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DR. GLENN: It still has a lot of conservatism
into it, but I think it certainly takes care of npbst cases
where you'd want to be related to the patient.

Now, one thing we want to raise to you: Should
we in the guide raise the issue that, in fact, with these
ki nds of activities in patients, the potential for
contam nation is rather high, even though the doses that we
woul d cal cul ate to nenbers of public would be snmall? But you
do have a high potential of contam nation of facilities.
Shoul d we nention the possibility that it would not be a
requi rement but a suggestion that for these higher activities
maybe you want to hold the patient until the excretion has
t aken?

CHAI RVAN SI EGEL: Sonething in the guidance
docunment pertaining to patients who are incontinent,
nauseated, vomting, et cetera, that ALARA considerations
war r ant adj ust nent of what you do based on the nedical
circunstances. And that's a true statenent.

DR. GLENN: Okay. Yes.

MEMBER NELP: Under these guidelines, the only
reason you' d keep a person in the hospital was if they were
unable to care for thensel ves appropriately, but they'd be
il

DR. GLENN: If you don't have an expectation that

they can follow the instructions and that sort of thing.
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CHAI RMAN SI EGEL: Buzz, do you think you'd send

soneone? Now, the table says you can do it. Wuld you send
sonmeone out the door with 150 mllicuries in?

MEMBER NELP: Absol utely.

CHAl RMAN SI EGEL: You woul d? Wbuld you wait --

MEMBER NELP: |If they were --

CHAI RMAN SI EGEL: -- until they at |east had
absorbed it fromthe stomach and --

MEMBER NELP: \Why?

CHAI RMAN SI EGEL: -- urinated once or twce?

MEMBER NELP: \Why?

CHAI RMAN SI EGEL: | don't nean overnight. Just
keep them around for a couple of hours.

MEMBER NELP: | would see ny own -- if you want
my personal answer to this, | would assure mnmyself that they
cl early understood what was going on, that they were capable,
t hey were self-caring, they had a good living situation to go
to, they weren't going to be around infants and children. But
| don't keep in ny office or nmy domain --

DR. GLEN: So we should focus on the issues where
there woul d be some concern.

MEMBER WAGNER: There is one issue --

CHAI RVAN S| EGEL: Lou?

MEMBER NELP: There is one that | would hesitate

to do this with, but --
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MEMBER WAGNER: There is a major issue | think

that this is going to raise. You're going to see this after
this sharpens, | think. And that is we have had several
problens in the State of Texas with regard to waste
facilities, conventional waste facilities, that pick up

radi oactive di apers, radioactive diapers fromadult and
children-type patients, but nostly adult patients who are
rel eased fromour facility.

And this is going to raise that |evel of concern.
And it will cause a problemas to how they're going to handle
t hat issue.

MEMBER NELP: | would hesitate to send a di apered
adult honme if they were --

MEMBER WAGNER: | think with this situation now
you're going to have nore contani nation of things that m ght
get thrown away, and it nmay raise that issue.

DR. GLENN: | think we have docunented cases
wher e toot hbrushes have, in fact, sent the alarns off.

MR. CAMPER:. We wrestled, as John pointed out,
anongst ourselves a ot with this issue, this table and sone
of the release values associated with it. But in the fina
analysis this is a dose-driven rule. And you shouldn't ignore
a biological half-life. And you shouldn't ignore dosinetry.

I n many ways it places nore responsibility upon

the licensees to be certain that you' re not exceeding the 500,
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t hat you go through the proper steps, but that's probably
where the responsibility bel ongs.

MEMBER NELP: What's the tinme line on this?

DR. GLEN: Soon. M last slide discusses that.
The slide says July and August. |'m actually pushing the
staff to get it up in June.

| would like to have this Conm ssion have a chance to
review this rule.

Okay. Next we have the table in terns of when
breast -feedi ng shoul d be ceased or when instruction should be
given to breast-feeding wonen. The table is based on data
that ORI SE has generated for us. And, again, we have a
question about the format of the table. What is the best way
to present it?

And, again, this table has been generated as
listing the nom nal values and then saying "Instructions
shoul d be given? Yes/no. What would be the doses? |Is
I nterruption recommended? And for how | ong?" and that sort of
t hi ng.

So the idea here is we sort of choose what we
t hi nk about the doses that people would probably be
adm ni stering and giving theminformtion as to what they
shoul d do in those cases.

We can turn it around and do it. This anmount

adm ni stered to the nother may result in 100 mllirem And,
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t herefore, instructions need to be given. This anmount would
result in 500. And, therefore, cessation needs to be
consi der ed.

CHAI RMAN SI EGEL: This format here, personal
opinion, is very close to the format that has appeared in the
published literature. |It's related, the procedures at the
radi opharmaceuticals to specific clinical procedures and
provi des qui ck guidance to a real procedure, rather than in
this case reducing it to mllirens per mllicuries
adm ni stered to the nother.

| actually think this format in the table is nore
practical and people can then extrapolate fromthe infornmation
in the table to the particular situation that they're dealing
with. That's my opinion.

MR. CAMPER: Do you that that the 131, 150

mllicuries at the top, has --

CHAI RMAN SIEGEL: | think you need nore than one
entry. In fact, you need three entries. They're sinple.
They all say the sanme thing: [1-131, 150 mllicuries; 1-131,
10 mllicuries; and 1-131, 30 to 100 m crocuries. And then

all of them have the same reconmendati on.

DR. GLENN: Ckay.

CHAI RMAN SI EGEL: You can't keep breast-feeding
with that nuch I-131, period. Correct, Lou?

MEMBER WAGNER:  Yes.
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MEMBER NELP: These data all conme fromthe

literature on | guess excreted material in the mlk that's

been studied. 1Is that correct?
DR. GLENN: One thing I'll nention --
MEMBER NELP: |'m surprised that sulfur colloid

is seen in breast mlk. That surprises ne, but --

CHAI RMAN SI EGEL: Sul fur colloid' s not, but the
smal | amount of free reduced and free pertechnetate is.

MEMBER NELP: But | ook at technetiumred cells.
That stuff is comng off of those cells very rapidly. You
know, the half-life of tech on red cells is 20-hour. It
dilutes off very rapidly.

CHAI RMAN SI EGEL: Not for in vitro. 1In vivo is a
probl em

MEMBER NELP: No, no. | mean in vitro. Once
it's labeled, then it dilutes off very rapidly.

CHAI RMAN SI EGEL: | don't think so.

MEMBER NELP: ©Oh, yes, | think by ALAR T 1/ 2.

But, anyhow, | nean, that's been well-studied. But |I was just
curious. It's not a big deal, but it seens unusual that that
woul d - -

DR. GLENN: Let ne nmention one thing. W did
consider sinply referring to USP. Now, it's our understanding
t hat that nmay not be updated very frequently and that we woul d

have the advantage here of having ORI SE give us the nobst
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recent data that's available. However, | think in the guide
we woul d have to say "If there's sonmething we haven't included
here, that you could refer to the USP in ternms of" --

CHAI RMAN SI EGEL: And USP actually got a little
funky over the last few years. USP used to include pretty
speci fic recommendati ons about cessation of breast-feeding,
and then they've nore recently kind of dropped back to a
generic statenment and said the best way to be sure is to
measure the activity in breast m |k and becane | ess hel pful.

And | think for the guidance you need here, this
table will serve the world better with the recognition that we
have a responsibility to help you and you have a
responsibility to keep this table as up-to-date as possible.

DR. GLENN: | will nention, | guess, that there
are still sonme holes in here, that those are being filled,
nore i sotopes.

MEMBER NELP: Eighty-five percent of the stuff is
going to be technetiuml abel ed.

CHAI RMAN SI EGEL: You don't have strontium 89,
but I don't think there are a whole |ot of people who are
breast-feeding getting strontium89. But anything's possible.

DR. GLENN: | guess phosphorus-32 al so.

CHAl RMAN SI EGEL: Thirty-two is --

MEMBER SWANSON:  Bot h chrom um and sodi um

phosphor us.
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CHAI RMAN SI EGEL: Yes, although that's pretty

straightforward what the answer is going to be.

MEMBER NELP: | think --

CHAI RMAN SI EGEL: You can't buy it in the United
St at es anywher e.

MEMBER NELP: | think it would be a little bit
overkill if you wanted to -- you know, you could go through
every radi opharmaceutical that's avail abl e.

CHAl RMAN SI EGEL: The problemis you can go
through a lot. You won't find published data for many nore

than are in this table, having | ooked at this quite

t hor oughl y.

MR. CAMPER: That's right.

MEMBER NELP: You've got thalliumup there. You
don't have an answer. Maybe is as commonly used as thallium

today or maybe nore comonly used is technetium

CHAI RMAN SI EGEL: It probably, yes --

MEMBER NELP: But |'m not sure that -- you know,
thalliumis rarely used in a breast-feeding woman.

CHAI RMAN SI EGEL: Well, there are at |east three
publ i shed cases and phenonenal data at Washi ngton University
on a case about three nonths ago, where we made nmeasurenents
for a week and a hal f.

MEMBER NELP: After thalliunf
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CHAl RMAN SI EGEL: Yes. A patient who was

breast-feedi ng was done at another hospital and called us to
say "They found out | was breast-feeding after they did the
test and told nme | probably shouldn't feed for one feeding.
What should | really do?" And | |ooked in the literature, and
t here was just inadequate guidance. So we got a bunch of
sanpl es.

After the first three days, it was clear that she
coul d continue breast-feeding, but we asked her to keep
sanpling, which she did for another eight days. So we have a

pretty conplete profile.

MEMBER NELP: So you want to fill in the --

CHAI RMAN SIEGEL: | can help Stewart find the --
DR. GLENN: You can help us fill that one in.
CHAI RMAN SI EGEL: | have the references, yes.

DR. GLENN: OCkay.

MEMBER WAGNER: Barry?

CHAI RVAN SI EGEL:  Yes?

MEMBER WAGNER: As far as the utility of the
table, would it not be preferred to list the m nimm activity
at which the dose to the infant woul d exceed the perm ssible
dose, rather than list it the way we have it?

DR. GLEN. So you're saying add a columm, not do

away with this table, but add a col um?
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MEMBER WAGNER: Yes, that's right. That woul d

give a | ot of very useful guidance to people because then you
could go right down that table and say "Well, this is above
that threshold" or "isn't."

But the way it is listed now, one has to go
t hrough a calculation and try to do things. And the utility
of the table is a little difficult.

MEMBER NELP: That coul d cause you to go down and
say "Well, | just won't give" --

CHAI RVAN SI EGEL: That's fi ne.

MEMBER NELP: -- "the nother that nuch for this
test.”

MEMBER WAGNER:  Yes.

MEMBER NELP: "1 could do the test with one-third
of the ampbunt." That's a good suggesti on.

CHAI RMAN SI EGEL: Okay. That's fi ne.

MEMBER SWANSON: | don't know if you want to hit
things now. Sone of the things just aren't avail able. Human
al bum n m crospheres aren't avail able anynore. Certainly
[ -125, hippuran, | don't know of anybody that's using it.
It's not avail abl e.

MEMBER NELP: |I'musing it.

MEMBER SWANSON: | -125, hi ppuran?

MEMBER NELP: OCh, |I'm sorry. Hippuran, no.

| ot hi ol nat e.
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MEMBER SWANSON: | ot hi ol mat e.

CHAI RMAN SI EGEL: It's not on the table.

MEMBER SWANSON: It's not on the table.

The dose for technetiumwhite blood cells I'm
assunm ng you're tal king about the exam dasine | abel that's 20
mllicuries, rather than 5. | can give you some nore.

CHAI RVAN SI EGEL: We woul d be happy to react to
this table and feed coments back to you when it's a little

further al ong, whenever you' re ready, since we didn't have

this one. And we'll get you additional literature to the
extent -- | nean, Lou has collected this literature over the
years, and so have I. And | have given you a lot of it,

Stewart, already.

DR. GLENN: Okay. We've already nentioned
schedul e, July or August. That's what the staff would need in
order to get |I think the guide fully devel oped, but | think we
can have the guide in its next revision and have the rule in
final formin June. And that's what |I'm pushing for.

CHAI RMAN SI EGEL: Ckay.

MEMBER SWANSON: One coment on the guide. There
are a couple of statenments in here; for exanple, "If a
radi onuclide is, for exanple, a beta emtter, other pathways
of exposure nust be considered or need to be considered. The
values in Table 1 do not take these other pathways into

account." And, again, that |eaves us kind of open-ended.
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It's also the statenent at the end of it
"I nternal doses may be ignored in the calculations if they are
likely to be less than 10 percent of the external doses. They
woul d be significantly |less than the uncertainty in the
external dose.” But with a beta emtter you're not going to
have external doses. So that would inply that you've got to
take it into consideration.

All 1'"msaying is we probably need sone table
gui dance.

DR. GLENN: Or at least sonething a little nore
explicit than just saying that --

MEMBER SWANSON: | would actually recommend t hat
t he NRC make sone assunptions that you think are appropriate
with regard to these beta emtters and conme up with sone
cal cul ations for the table because |I think in reality nost
people are going to rel ease patients based upon your table of
gui dance anyway. So please give them gui dance on the beta
emtters also

DR. GLENN: OCkay.

MEMBER SWANSON: Don't |eave it open-ended is al
' m sayi ng.

DR. GLENN: Okay. W do have some comments |

guess about using ALIs, | guess, if nothing el se exists, but
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CHAI RMAN SI EGEL: Okay. Can | continue on the

regul atory gui de?

DR. GLEN: Sure.

CHAI RMAN SI EGEL: Do you have a copy there,
Stewart, or does soneone? On Page 7 there is a paragraph that
said "The instruction should be specific to the type of
treatment given, such as" blah blah blah. "The instruction
shoul d include a contact and phone number in case the patient
has any questions. [Instructions should include as
appropri ate.”

The rule actually | eaves the instructions pretty
open-ended. The regulatory guide is soundi ng kind of
regulation-like in terns of what the instructions ideally have
in them It's sounding a little bit forceful, and I'm
wondering whether there's any way to soften it.

There's no real rule that says you have to give a
contact and phone number. So if you really think that's
essential you maybe need to add that to the rule. And it can
be i gnored.

Are you follow ng nme?

DR. GLENN: Yes.

CHAI RMAN SI EGEL: Maybe |I'm overstating ny case.

DR. GLENN: Well, | guess | don't know whet her ny

copy is different than your copy here.
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CHAI RMAN SIEGEL: This is a copy of the May 2nd

version that Stewart said was --

DR. GLENN: Oh, 1've got the May 5th version.

CHAI RMAN SI EGEL: Okay. So you're ahead of ne.

MEMBER SWANSON: Good. Maybe it's been taken
out .

DR. GLENN: Okay. Yes. It's on Page 8. OCkay.

CHAI RVAN SI EGEL: The "shoul d" sort of cones
across like it's part of the rul e | anguage.

DR. GLENN: In our lingo, "should" is weak, but
you're saying we should take note of the fact that --

CHAl RMAN SI EGEL: Well, | don't feel strongly.
think those are reasonabl e things.

DR. GLENN: Yes.

CHAI RMAN SIEGEL: |'m just wondering if it wll
be interpreted as a requirenment when it's inspected.

On what was Page 16 of the regul atory gui de,
you're tal king about this exanple of the patient with thyroid
cancer, and it says "In the exanple given above, the thyroidal
fraction F, is 0.05, is a conservative assunption. For those
i ndi vi dual s who have had surgery to renove thyroidal tissue,
F, is typically smaller."

In fact, if the thyroid hadn't been renoved, F,
woul d be considerably higher. A .05 value assunes that the

patient has had essentially a total thyroidectony. And this
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is the little bit of thyroid tissue that surgeons invariably
| eave behind that in the course of two weeks has hypertrophied
and been stinmulated by hi gh endogenous TSH |l evels. So this
is, in fact, not a nedically correct statenent.

DR. GLENN: OCkay.

MEMBER SWANSON: What page?

CHAl RMAN SI EGEL: Page 16. The ot her exanple
that | found bothersone also on Page 16 was the
hypert hyroi di sm exanple, in which you gave 33 mlIlicuries of
| -131, so the maxi num anmount, but you did it to a patient who
had a thyroid uptake of 55 percent. That is really blasting a
pati ent for hyperthyroidism You just wouldn't do it. |
mean, it is conceivable that a patient with a nultinodul ar
goiter you mght treat, but a typical patient with G ave's
di sease would not get 33 mllicuries of I-131.

In order to do that, how big would the thyroid

have to be? It would be a nonster thyroid gland. So it's not

DR. GLENN: It's not wong, but it's a ridiculous
exanpl e.

CHAI RMAN SI EGEL: No, it's not even ridicul ous.
It's an extreme exanpl e.

DR. GLENN: OCkay.

CHAI RMAN SI EGEL: So you m ght want to cone,

maybe with Myron's help, a little bit closer to the --



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

could i magi ne this 55 percent

DR. GLENN: Get sone real -

546

CHAI RMAN SI EGEL: | nean, an average patient you

uptake with, let's say -- an

average case about an 80-gram would be big, but let's say

80-gram thyroid gland with an intended dose of 120 m crocuries

per gram That's about where you would be on average. And

that's going to come out

more like 10 to 12 mllicuries.

"Il do the calculation if you want ne to, but

that's off the top of ny head.

DR. GLENN: | guess the thi

ng --

VEMBER NELP: As | understand the instruction,

there's no case of hyperthyroidismthat would require any

consi deration for not releasing theminmredi ately.

there is no

regul atory guide to be credible,

DR. GLENN: If it's less than 33 mllicuries,

reason for doing a cal cul ation.

CHAI RMAN SI EGEL: But | thi

relate it to what they actually do for

are going to look at this and --

patient."

mllicuries,

nk in order for the

peopl e need to be able to

a living. And people

DR. GLENN: Yes. | agree with that.

CHAl RMAN SI EGEL: -- say "This is not ny

MEMBER NELP: But the point

it's a non-issue.

is bel ow 33
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DR. GLENN: Yes. The table assunes physi cal

decay and 100 percent uptake. So it's very conservative.

CHAI RMAN SI EGEL: Okay. That's all. Those are
the comments | have.

MEMBER NELP: Now, | could treat with 50
mllicuries.

CHAl RMAN SI EGEL: You got it, man. Sure.

DR. GLENN: Okay. The pregnancy and
breast-feeding rule I hope will go very quickly because the
status is that it's on hold pending two things. One, we have
some contracts with BNL and PNL. In particular, we're trying
to get a fix on the placental transfer. Pertechnetate turns
out to be the problem That's the one we're working on.

CHAI RVAN S| EGEL: Ri ght .

DR. GLENN: We won't have that report until fall.
So that's one reason why it's on hol d.

The other one is that we nmight as well wait for
t he National Acadeny study if we've waited that |ong.

CHAI RMAN SIEGEL: Isn't the breast-feeding rule,

a conponent of that rule, essentially a done deal now?

DR. GLENN: Yes. |It's really the enbryo fetus at
t hat point.

CHAI RVAN SI EGEL: Because, really, the issue was
all that was in the breast-feeding thing was identify that the

patient's at risk and provide instructions. And now you' ve
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added, really, sonmething that wasn't in the origina
breast-feeding rule: It can't go over 500 millirem

DR. GLENN: Right. There are sone unresolved
i ssues that we m ght be up in a final rulemaking. W don't
have a definition for a m sadm nistration under those
ci rcunmst ances. Should we have a definition for a
m sadm ni stration? That will wait until after the National
Acadeny has given us sonme advice.

CHAI RMAN SI EGEL: All right.

DR. GLENN: Okay. In ternms of the status of the
contracts, BNL we expect to be conpleting fairly soon. One
thing that I would like to get sonme input fromyou, one thing
we are considering, the BNL study included |iterature searches
and going out and visiting eight licensees and finding out
what standard prograns were.

But when it conmes to the kind of cost-benefit
study that I think we're going to be asked to do in the
future, we still don't have a good sense of how many of our
| i censees al ready have voluntary prograns that include either
asking or assessing information in ternms of pregnancy status.

We don't have a good sense of what people are
actually doing and how many exposures have taken place. So we
don't have a sense of both the cost and the benefit of this

rul e.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

549

And one thing we're thinking about is perhaps
it'"s worth it to go out with a mail survey, either through BNL
or one of the professional societies, and actually getting
that information if we're going to proceed with the rule.

CHAI RMAN SI EGEL: Sure. Let me ask anot her
question. Your tine frane for gathering that data is what?

DR. GLENN: We wouldn't be going for a final rule
until next year. And so we could start the survey this fall.

CHAI RMAN SI EGEL: Now, that's fairly conplicated,
i nvol ves OVB approval and all that?

DR. GLENN: Ri ght.

CHAI RVAN SI EGEL: Why not just start today and
tell your inspectors to start asking 30 seconds worth of
questi ons about what people do with pregnancy and
breast-feeding and record it and send it back to headquarters?
You' re not inspecting them

DR. GLENN: No.

CHAI RMAN SI EGEL: You just want to know. And
maybe it won't be a random sanple either, but neither will a
mai | survey.

MR. CAMPER: That's possible. W would want to
alert the community through sonme informational process that
we're doing that and why because |'m sure there will be sone

conpl ai nts ot herw se.
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DR. GLENN: Now, we will have the BNL study.

We'll have the literature search and all of that in June. And
that's probably the time to nmake that decision. But we have
been considering a wi der survey in order to get better data.

The PNL study, which is the placental transfer
and we woul d have ORI SE being the peer review group for that,
we expect that in December of 1995.

CHAI RMAN SI EGEL: Ckay.

DR. GLENN: Any questions on that?

CHAI RVAN SI EGEL:  No.

DR. GLENN: Thank you.

CHAI RMAN SIEGEL: | love it. Well, it certainly
woul d be useful to get the tables, but maybe if you want to
polish them any further before you send themto us. O herw se
the rest of the slides | don't think we need. They'lIl be in
the transcript anyway, won't they? You' ve not been addi ng
slides to transcripts? Okay. Fine. Good.

John, thank you.

Al right. W have sone adm nistrative matters.

MR. CAMPER: Yes, we have a few things to bring
to your attention.

I n your briefing books, we have provided sone
information on travel issues. Fromtinme to time sonme of you

have had sone difficulties in getting your travel vouchers and



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

551

so forth processed in a timely manner. And there is sone
information there for you to review.

The main thing is the idea of filling out the
forms conpletely and preferably in a tinmely manner so that we
can respond to them as pronptly as possible. And if you'l
| ook through the information there, we'll provide you with
sonme instructions to hopefully help you in doing that.

W would like to wap up your travel and your
conpensation as consultants, obviously, as pronptly as
possi ble. And we know you'd like that, too.

Anot her issue is tineliness. Fromtinme to tinme
sonme of you function as consultants as well. During 1994
there was a task force established to review event eval uation
foll ow-up by the agency. And one of the findings of the task
force was that in sone cases nedical consultants were del ayed
in conpleting their incident reports, which holds up the
subsequent enforcenent action.

Dr. Paperiello was a nenber of that task force,
and during this task force he commtted that he would bring
this to the attention of the ACMJ nenbers. So if you find
yourselves in the role of a consultant -- and we recogni ze
that you're busy, too, but if you find yourselves in that
role, please nove as pronptly as possible to conpl ete your

reports.
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MEMBER NELP: | have a question. [It's very

straightforward. The NRC has a contract with a travel
conpany. And | presune that's the only way | can get ny
ticket, to purchase it fromthat conpany. |Is that correct?
You won't tell me ny ticket's worth 400 bucks and, therefore,
you'll reinmburse me that anount of that ticket? Can you just
say "Your travel is worth 400 bucks. | will reinburse you to
t hat amount™"?

Like I"'mon a trip now and | have other things to
do. And to purchase ny ticket through that agency has cost ne
consi derably nore noney than it would if | had done it in an
al ternate fashion.

MR. CAMPER: Well, you have to use the contract
carrier unless it's provided otherw se on your travel
aut hori zati on.

MEMBER NELP: That's why |I'm asking you.

MR. CAMPER: So what has to happen is when we
prepare your travel authorization, it has to indicate that you
have perm ssion to use a non-contract carrier

CHAl RMAN SI EGEL: Buzz, what also --

MEMBER NELP: You can give ne that perm ssion?

CHAI RMAN SI EGEL:  Yes.

MR. CAMPER: Yes, sir.

CHAI RMAN SI EGEL: And what al so can happen is the

follow ng, that Carlson can wite the equivalent of a Seattle
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to Washington to Seattle ticket that fulfills what the NRC

woul d aut horize you to do --

MEMBER NELP: | realize that.

CHAI RMAN SIEGEL: -- and then instantly turn that
ticket into what you want.

MEMBER NELP: When | called and inquired about a
non- aut horized carrier, | didn't get that sane nessage.

CHAI RMAN SI EGEL: When that happens, you need to
call Torre and say --

MS. TAYLOR: Yes. Let nme --

CHAI RMAN SI EGEL: -- "Authorize a non-contract
carrier.”

MEMBER NELP: That's who | call ed.

MS. TAYLOR: What you do need to do is --

MEMBER NELP: And al so Carl son would not sell ne
a non-authorized ticket or a ticket of that sort until they
got the authorization fromthem And fromthe tinme they got
t he authorization fromthem 1'd lost ny chance to get the
ticket | wanted. And it cost ne another three or four hundred
bucks to put ny own travel plans together.

CHAI RMAN SI EGEL: My only answer to you --

MEMBER NELP: Had | gotten perm ssion to use a
non- aut hori zed carrier --

MS. TAYLOR: \What helps nme out is if you know

you're going to be doing personal travel, --
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- let me know as soon as possible

before the neeting so that we have tine to do the anended

travel and you can have ti

me to nmake your personal

arrangenents at that cheap air fare. People wl]l

week needing to do changes.

get cheap air fare.
But they will

okay knowi ng that amended

travel

cal l

me | ast

It's too | ate when you want to

verbally issue your tickets with ny

travel is going through if your

schedul e requires a non-contract carrier.

Now, this personal travel issue is a whole other

story.

CHAI RMAN SI EGEL:

for this nmeeting. | have

a nonstandard itinerary,

But that's exactly what

did

and t he

ticket that they actually sold ne turns out to be |ess than

what the St. Louis to Washington ticket woul d have been. So
the NRC is saving noney on the deal. But | started doing this
10 weeks ago.

MEMBER NELP: Well, | started three nonths ago.

MS5. TAYLOR: | never heard a word about it.

CHAI RVAN SI EGEL: The one you needed to do -- the
m nute Carl son gave you a roadbl ock, you needed to call Torre,

which is what | did. And we solved it very quickly.

that's the word of advice.

MEMBER NELP

So it can be arranged?

So
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CHAI RMAN SI EGEL: Absol utely.

MEMBER NELP: That's what | wanted to know.

MR. CAMPER: The key with the governnment travel
is you' ve got get it cleared in advance. There is flexibility
in ways to do things, but --

MEMBER NELP: See, the NIH will just say "This
tripis worth 400 bucks. We'Ill reinburse you or you can buy
the ticket fromus. You have that option."™ So they sort of
have a standi ng nonuniform --

MR. CAMPER: Ckay. The other thing of an
adm ni strative nature -- any other questions on travel? Dan?

MEMBER FLYNN: The one thing about the
consultants, |I've had a couple of m sadm nistrations | | ooked
into whereby | was then given instructions where | could cal
the licensee. And | requested additional nedical records.

Oftentimes you don't get those additional records
for three or four weeks. And then | get a phone call saying
"Well, we've given these records to the NRC people. GCet it
fromthem"

So there are sone issues out there whereby the
staff at Region 3 or Region 1 nay be getting records, sone
records, given to themby the |icensee and they're assuni ng
that 1"'min Region 1 or Region 3 to | ook at the records that

are being obtained by the region.
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| think it m ght be worthwhile that when the

regi on decides to use any nedical consultant they notify the
i censee that a nedical consultant needs to get independently
all the records to |look at with that patient so they won't
have t hese del ays.

The other delay with consultant reports
oftentines is you wait to see on the first follow up what has
been the effect on the patient. There was one where two weeks
| ater there was no effect. This is a msadmnistration in
Connecticut. And then because the patient was in contact with
t he source, the ulcer devel oped six weeks |ater.

MR. CAMPER: And such a delay is unavoi dabl e.

MEMBER FLYNN: Ri ght.

MR. CAMPER: The first type of delay we can | ook
into, what we m ght do to enhance the adm nistrative process
with this records novenent and see if there's sonething we can
do to inprove that.

Okay. The next issue is sort of a status report
on what we're doing on the radiation therapy
t echnol ogi st/ medi cal dosinmetrist position. W did receive 11
nom nations for this position. The nom nees had been
reviewed. The top three candi dates were sel ected by the
screeni ng panel in accordance with the new procedures

devel oped by the Conmm ssion for selecting new nenmbers of
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advisory commttees. And this is advisory conmttees across
t he board.

On April 13th, '95 we provided the ACMJ nenbers
with the names and resunmgés of the top three candi dates as wel |
as a table summarizing the qualifications of all the nom nees
for your independent recommendati on on the screeni ng panel's
recomrendat i on.

At this point Torre informs me that we have
received | guess on the order of five or six responses from
the Commttee. |Is that correct, Torre? And we're going to
want to nove pretty quickly nowto bring this matter to
cl osure.

So if any of you have not responded on the
nom nations or the recommendati ons of the panel and you w sh
to do so, please make it a point to do so pronptly because we
want to nove to get that position filled.

Wth regards to the nedical physicist position
with an enphasis in therapy, the nom nation period for this
position closed on March 10. W received 21 nom nations for
this position.

In addition, three of the nom nees for the
radi ati on therapy technol ogy/ nedi cal dosinmetrist position are
actually nmedical physicists. Wth their perm ssion, we are
going to review their resumés along with the resumés of the

physicists that were presented for consideration.
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We hope to get the screening panel together
during June to review the nom nations, come up with our top
t hree recommendati ons, and then forward those to the Commttee
for your review as well. W are, like you, eager to fill that
posi tion.

For the record, | would like to show that the
Committee was provided with a copy of the inspection
procedures associated with the radi opharmacy rule as well. W
didn't discuss those, but | just want you to be aware that
they are in your packet if you want to review them W
di scussed the gui dance docunents extensively, but we wanted
you to have a copy of the inspection procedures as well. And
if you have any comments at a later time on the inspection

procedures thensel ves, please feel free to provide those to

us.

One remaining admnistrative item then. And
that's the upcom ng neeting for Novenmber. Now, Torre, you
have queried the Committee. | know certainly Dr. Siegel has

provi ded sone insight. Were do we stand on the next neeting
as you understand it?

CHAI RVAN SI EGEL: Well, dependi ng on what
f eedback Torre has gotten fromny E-nmail and/or fax of the
other day, I'd like to have the next neeting on October 18th
and 19th. Is that correct, Torre? Those are the days |

pi cked?
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MS. TAYLOR Right.

CHAI RVAN SI EGEL: Ri ght .

MEMBER NELP: \What days of the week?

CHAI RMAN SI EGEL: That will be a Wednesday and a
Thursday. The option was 19th and 20th, but it turns out that
for Larry that didn't work as well

So you should have the cal endars in your books.

If you would please return those calendars to Torre as soon as
possi bl e, even before you leave if you can? And if October
18th and 19th do not appear to be a problem then let's set
that date as quickly as possible.

MR. CAMPER:. Okay.

CHAI RMAN SI EGEL: Ckay? Is that it?

MR. CAMPER: Now, | have just a couple of closing
coments, and | know you want to make a coupl e of comments.
Then I'Il officially close the neeting.

| want to, first of all, obviously thank the
Committee for your participation over the |last day and a half.
This is nmy first meeting as the Chief of the Medical Academ c
and Commercial Use Safety Branch. |'ve sat in Josie Piccone's
chair for some five or six years now. But it's very enjoyable
fromny perspective to be in this role and to work with you.

| personally found the neeting to be very
productive. | think that the Commttee has grown into a true

advi sory comm ttee, inpacting policy and technical decisions
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earlier and earlier in the process. And, frankly, | think
that the value that you bring to us and the advice that you
bring to us is just really very strongly val uabl e.

|"d like to thank Torre for putting together the
nmeeting. She worked | ong and hard and all of the staff within
t he nedi cal section. A trenmendous anpunt of work goes to
getting together a neeting like this. And if the size of the
vol une of the briefing book is an indication, you have sone
| dea what went on.

Of course, to the presenters and our staff, they
all did a great job. And | commend themfor their efforts.
And, although our colleagues fromresearch have gone, they,
too, worked hard to nake the neeting worthwhile.

We' ve had sone very intense neetings the | ast
coupl e of days of research on the guidance docunment that we
di scussed toward the end of the neeting. | think ny
inpression is that's beginning to finally cone together.

So | again just want to thank you on behal f of
mysel f and our division for the input over the |l ast day and a
half. It's been very worthwhile.

CHAl RMAN SI EGEL: W thanks also to Larry and
Josie and always to Torre for making everything work so well
and to the rest of the staff. This has been quite an
interesting neeting, despite a little bit of fireworks

yesterday in falling so far behind schedul e yesterday.
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| want the transcript to reflect the fact that we

all mss Judy Brown, who sprained her ankle, | gather, and was

in a wheelchair or crutches and couldn't make it, and hope
she'll be back again with us at the next neeting.

And, with that, Larry, why don't you do your
of ficial thing.

MR. CAMPER: As the designated federal official

for this neeting, | declare the neeting concl uded.

(Wher eupon, the foregoing matter was concl uded at

2:15 p.m)
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