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P-R-OCE-EDI-NGS
(11: 22 a.m)

CHAlI RVAN CERQUEI RA:  John shoul d we, | guess
we coul d probably start.

MR. HI CKEY: Yes, | believe everybody's
here.

Good norning, welconme to NRC. |'mJohn
Hi ckey, chief of the Material Safety Branch and the
desi gnated federal official for the Advisory Conmttee on
t he Medical Uses of |sotopes. This is an open
transcri bed neeting, it will occur inthree parts, so
"1l explain that.

Fromnowtill approximately 12: 30, we wil |
have a pre-neeting and then break for lunch and the
Comm ssi on nmeeti ng where the Committee neets withthe
Commissionw || be at two o' clock i nthe other building.
It's the main Comm ssion neeting roomin the other
bui | di ng. And when that neeting adjourns at
approxi mately four, we do not have any nore busi ness
pl anned f or today and the Conmttee will reconvenein
this roomtonorrow norning at 8 a.m for an all day
nmeeting.

We t hank the Conm ttee for their services
and we recognize that with our increased security
requirenents that it's noreinconveni ent for youto get
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here and the Conm ssion certainly appreciates your
servi ces.

For the observers, we wi ||l not have any hand
outs today. This norning the hand outs will be at the
Cormm ssi on neeting, but tonmorrowthere w il be hand outs
made avail able for the presentations for tonorrow
norni ng. Those hand outs will be avail able tonorrow.

Just toreviewthe security requirenents, if
you have a visitor's badge, you shoul d confi ne yoursel f
just tothe imedi ate area of this roomand t he el evat or
| obby, the wonmen's roomis ontheright, the nen's room
is on the left and then the elevator to exit.

At lunch if you eat in the cafeteria
downst airs you shoul d keep your visitor's badge, but when
you finish lunch or if you don't go to lunch there,
unfortunately you havetoturninthe visitor's badge,
exit this building and wal k over to the other front
entrance of building 1to gotothe Comr ssion neeting.
You cannot wal k unescorted through the tunnel with a
visitor's badge. If you have yell owbadges t hen you can
wal k unescorted through the NRC space.

I f we happen to be here we'll escort you
but, unfortunately, we don't have provi sions to escort
peopl e during lunch unl ess it's by coi nci dence because we
don't know what people's plans are for |unch.
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So that's an overvi ewof the programt oday.
| shoul d al so nenti on that sonme speakers had conflicts
tomorrow so we're having to rearrange sone of the
speakers for tomorrowand we' Il give you a revi sed agenda
for tonorrow before the Comm ssion neeting this
afternoon. And with that I will turnit over to Dr.
Cerqueira, but we have a question from Dr. Di anond.

DR. DI AMOND: John, for those of us with
bags or coats, should we | eave themhere or take them
across for the Comm ssion briefing?

MR. HI CKEY: Can we | ock this? Ckay. We're
going to |l ock this roomwhen we | eave so t he nenbers can
| eave t hi ngs here. The ot her peopl e when t he neeti ng
adj ourns, wll have to take their bel ongings wi th t hem
That was a good question.

Yes, sir, Dr. Cerqueira?

CHAI RVAN CERQUEI RA:  John, just interns of
t he changes i nthe agenda, if we coul d get t hat agenda
out because |I' msure sone of the people that are here
just for specific activities tonmorrowwoul d probably |ike
to get sone idea of whentheir interested areaw || be
present ed.

MR. HI CKY: Okay, we'll have t hat ready by
noon. We can get that ready quickly.

Dr. Nag?
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7
DR. NAG John, alsothat with the i ncreased

security |l evel, we havetoarriveinthe airport al ot
earlier than we normally haveto. Is there any way to
meke sure that we end up -- i s there any way to conpress
tonorrowso that we don't have to be heretill five or
sonething like that?

MR. HI CKEY: Okay, well 1 think --

DR. NAG Because many people wi ||l haveto
| eave to make the last flight out tonorrow.

MR. HI CKEY: Ckay. Well | think Dr.
Cerqueiraand |l will do our best to keep t hi ngs novi ng
and get done as early as possible.

CHAI RMAN CERQUEI RA: I f | cut peopl e off
don't get too upset with ne because we'll certainly --

Well, again, I'dlike to welconme all the
ot her comm ttee nmenbers here and al | of these precautions
arereally asignof the newerathat we're all living
in. And, again, I1'd like to also apol ogi ze for the
| at eness with which we were abl e to get sonme of these
t hi ngs toget her for today' s neeting. W conpressedit
intoashort tine period, didn't give all of you adequat e
timetoreviewthe material, and part of what we' re goi ng
to do this nmorning is actually go over sone of the
presentations and take comrents from peopl e.

So | guess all of the conm ttee nmenbers then
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have the slides that have been put together for
tomorrow s sessioninthe appropriate NRCformat. 1'd
liketothank Dr. WIllianmson for reducing his, which
know was a daunti ng task, so John ny i dea before the
briefing was to sort of go through the slides and to
basi cally take comrent s and get i nput fromthe peopl e,
bot h t he peopl e t hat are going to be presenting as wel |
as other commttee nenbers. Does that sound |like a
reasonabl e plan for the commttee?

MR. HI CKEY: Yes, and | woul d add for those
t hat have not been to comm ssion neetings, the five
conm ssi oners, or howmany conm ssi oners are here t oday,
wi |l be on one side of the table, the five desi gnated
ACMUl speakers will sit at the table facingthem There
are seats for the remai ni ng menbers i mredi at el y behi nd
t he designated speakers and we've provided you,
believe, withalist of the conm ssioners for those of
you who are not famliar with the comm ssioners.

And sone of the conm ssioners if there's
time, beforethey start the neeting, will actually cone
and greet yousoif they don't dothat, please don't feel
bad, that's just because for sone reason they feel for
the time constraints there's not tinme to do that, but
oftenthey will come out and mx it up with you right

before the neeting.
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CHAI RMAN CERQUEI RA: COkay. Jeffrey?

DR WLLIAVBON. | take it that the approved
and edited slides will be projected for us and we do not
need to have our own di sks or | aptops?

MR. HI CKEY: That's correct. The slides
have been provi ded to t he Comni ssi on and t he t echni cal
staff andthey're ready to be projected and you' Il just
have to call for next slide or slide 2, or however you
want to designate it. There will be people in the
projection roomto do that for you.

CHAI RMAN CERQUEI RA: Okay. Any ot her
questions or coments?

If not, then I think we can sort of go
through and | will be starting off the presentati on and
| was asked to sort of give ki nd of an overvi ewof Part
35 NRC revision process, and there's a total of six
slides, includingthetitleslide. And Il thinkif we go
t hrough, if we |l ook at slide 2, again | thought that the
whol e approach was real |l y to be ri skeenfoerred i nf or ned
and performance based, those have sort of been the two

buzzwor ds t hat have been sort of paramount for the entire

process.

Havi ng been involved in this from the
beginning, | really felt that there was significant
st akehol der input, as | will detail inthe subsequent
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slides, and the ACMJI was i nvol ved extensively. Dr.
Barry Si egal had sort of initiatedthis process and al so
continued to serve as a consultant during the entire
revi sion process and had a si gni fi cant anmount of i nput
into it.

And certainly for thetinethat |I've been on
the coomttee, we'vereally dealt al nost exclusively with
t he revision process for Part 35.

Slide 3 sort of outlines the openness of the
process. There were seven public workshops t hat were
hel d at various stages, there were 20 professional
soci ety neetings betweenthe NRCstaff. There were six
ACMUI di scussion, there were two full panels and t hen
t here were two subconmm ttee neetings that were hel d both
for the diagnostic as well as therapeutic.

The comm ttee and the NRC staff actually
traveled to Illinois to neet for one of the sessions
there for the therapeutic, and there have been two
agreenent state workshops toreviewthe entire process,
agai n gi vi ng peopl e anpl e opportunity to i nput both from
the NRC as well as the agreenent states.

The states were i nvol ved t hr ough t he OAS,
t hrough the Radi ation O ficers, and there was a Part 35
wor ki ng group. And intermnms of publicinput, there were
225 witten comments that were sent to the NRCat vari ous
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times. Al the docunents were posted onthe NRCweb site
and al | of the working groups, full comm ttee neetings as
wel | as the public workshops, were all pretty nmuch open
nmeeti ngs.

And | think the result of this was that
t here was, you know, and again we could have sone
di scussi on, that overall there was a reduced regul atory
burdenin terns of what was put into the regul ati ons.
There was a feeling that there was an el i m nation of
unnecessary rul es, and overall there was a decrease in
t he prescriptiveness which was present prior to this.

And | think all of us were sent copi es of
t he NRC conmmi ssi oner s response t o Congr ess regar di ng sone
of the issues that had been brought up, and | think sone
of the issues that came up where that perhaps the
gui dance docunent s wer e i nposi ng sone newrul es, and |
felt that therewas acommtnent to basically attenpt to
elimnate some of those.

Jeffrey?

DR. W LLI AMSON: Well, I think to make the
bl anket statenent that there's decreased prescriptiveness
isnot correct. | thinkthat you rethinkingof it from
t he perspective of nucl ear nedi ci ne, where indeed that's
true. But | think, if anything, the therapeutic
nodal ities are nore prescriptively regulated. Al ot of
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stuff that was i n gui dance and | i censi ng space has now
been noved into the regul ation.

Sol thinkit is not | ess prescriptive; it
i s perhaps nore inaccordw thindustry standards thanit
was previously. It'"s more in accord with ACR and
st andards of practice and AAPM task group
recommendations. That's certainly a positive point that
could be nade, but it is not |ess prescriptive.

CHAI RMAN CERQUEI RA: That' s a good poi nt.
| think certainly diagnostic nucl ear nedi ci ne nodalities
that's beentrue, but interns of the therapeutic | don't

t hi nk t hat was decreased to any extent and, i f anyt hi ng,

your feeling is that there may have been sonme increase.

DR. WLLIAMSON: | don't think that onthe
part of the regul ated community t here was, you know, a
feeling that it should be deregulated or that it's
necessarily inappropriate.

CHAI RMAN CERQUEI RA:  Right. But I think
that's appropri ate.

DR. W LLI AMSON: It isn't necessarily
i nappropriate.

CHAl RVAN CERQUEI RA: Right. QO her comment s?
Jeffrey? If he's goingto bethe problemtonorrow, I'11
get you all out of here.

DR. WLLI AMSON: VWhile all of this sounds
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very good, | do believe that the newregul ationis not
wi t hout deficiency and t here are sone i ssues, or exanpl es
of inmportant issues, where ACMJ input was ignored.

And I think two exanpl es that conme to m nd
are the nedi cal event reportingcriteria, whichwenin
t he physician's judgnent it's against the nedical
interests of the patient toreceive this informtion
whet her or not there's | egal guardi anshi p of the patient,
the authorized user is forced to pick out sonebody
anmongst the patient's famly or friendstoinpart this
know edge to. And so that basic conflict never went
away.

There are problens also with the unborn
fetus and enbryo exposure reporting rule, too, that are
of a simlar nature.

CHAI RVAN CERQUEI RA: | think those are both
good poi nts. Those are poi nts that we nade repeat edl y at
our own neetings and t he conm ssi on briefings and at the
wor kshops. And, you know, t he response t hat we' ve gotten
isthat certainlyinterns of public safety and concerns,
t hat the conm ssion and t he conm ssioners felt it was
inportant to | eave that in the regul ati ons.

DR WLLI AMSON: But still we can state our
viewt hat we believe that that's a continuing problem
t hat was not addressed. And t here may be others, |
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invite the other nenbers to bring forth other i ssues that
m ght be inportant enough that we should nmenti on.

DR. NAG Yes, | think, you know, the way
it"swittenhereit seens that nostly inintravascul ar
brachyt herapy is basically sol ved.

| thinkthat the other points that haveto
be di scussed, not necessarily that they have been sol ved
and either say, inbrief, that thisis howit stands but
perhaps there are sonme practices that have to be
di scussed wi t hout greater detail. But basically | think
we can do that i nthe conm ssion and | eave t he di scussi on
part for | ater when t he ACMJI nenbers can di scuss anong
t hensel ves.

CHAI RMAN CERQUEI RA: Right. | think that's
a good point because in ternms of intravascul ar
brachyt herapy there were a | ot of di scussions, and t hen
the feeling was that certainly at the tine that we
initiatedthis, there were no approved devi ces and t here
were still alot of uncertainty as to whi ch devi ces woul d
be approved. And part of that was to put it into the
part 1000 whi ch basically sort of energi ng technol ogy.

And you'reright, we attenpted to deal with
it but felt that given the |l ack of approved devi ces and
t he uncertainty as to how things would he done in a
clinical setting, that we would put it intothe energing
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t echnol ogi es.

Does the comm ttee feel -- again, these
poi nts, the nedi cal event reporting, the unborn fetus and
the |1VB should be brought up again with the
comm ssi oners?

DR. NAG. At least tolet themknowthat,
you know, these are there, not necessarily that we have
the solution or we have the answers.

CHAI RMAN CERQUEI RA: So list it as
conti nui ng probl ens not fully addressed or unresol ved
i ssues.

DR. DIAMOND: Well, I think it would be
useful to the conm ssioners for themto understand the
points that still need further work and di scussi ons, so
t hey have a nore accurate sense of the i ssues that we're
facing.

CHAI RMAN CERQUEI RA: Okay. That's a good
point, Ni ki and then Ral ph.

M5. HOBSON: Well, follow ng up on Jeff's
poi nt, another area that ACMJI recomended and t he
reconmmendat i on was i gnored, was on patient notification.
| mean we canme down on t he si de that t he pati ent shoul d
not be notified unless there was the potential for harm
actually being done.

CHAI RMVAN CERQUEI RA:  Ri ght.
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MS. HOBSON: But we were basically told by

the NRCstaff, well that's just not theway it's goingto
be, you know, the comm ssioners want that inthere. So
our recommendations were ignored in that.

CHAI RMVAN CERQUEI RA: Ckay. So in terns
agai n that sort of nedi cal event reporting, yes, it'sthe
sane i ssue. And, again, howdo we deal with the fact
t hat the NRC and t he comm ssioners feel that thereis a
certain amount of public need?

DR. WLLIAMSON: | think|et themknowwhat
the other point of viewis, howit interferes in a
negative way.

CHAI RVAN CERQUEI RA:  Yes, but we didthat
repeatedly at all the neetings.

DR. WLLIAMSON: All you can do is keep
bringing this tothem | don't think we should just
capitul ate and say, okay. W shouldn't turn into
apol ogi sts for the conmm ssion.

DR. DI AMOND: To nmy thinking we have
repeat ed discussions on these issues and we make
argunent s or recommendat i ons based upon what we percei ve
isthelogic. But what | don't seeis the feedback in an
official formal way why did they choose to decide
ot herw se?

I n ot her words, a decisionis rendered but
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t here' s no di scussi on behind that, at | east that | tend
toseeontheseissues. Sol'dbeveryinterestedto see
what the rationale was with respect totheir reporting
criteria. Maybe that woul d hel p me under st and where
they're comng from and the sane goes on the ot her
i ssues.

CHAI RVAN CERQUEI RA:  Agai n, | think during
t he neeti ngs we had di scussi ons, not as direct wwth the
conm ssi oners, but certainlywiththe staff. And, you
know, there's sort of the scientific issues of hownuch
riskisinvolvedwiththelevels of radiation, certainly
for diagnostic, and then sort of the public perception
fear about the use of radiation.

| think certainly al ot of concerns about
cover up. | nean a fewyears ago t hey were doing all
t hese i nvestigations into sort of human experi nentation
withradiationinthe past, and there was certainly al ot
of public awareness t hat peopl e early on were not bei ng
i nformed adequately of what the risks were.

And so | think the feedback that we've
gotten fromboth the staff and t he comm ssi oners was t hey
felt that, you know, even t hough you can make a good
strong scientificlogical argument that therisks are
m nimal, there' s still this concern about cover up, not
i nform ng peopl e adequately, and they felt that for that
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reason they needed to include it.

Jeffrey?

DR. WLLIAVSON: | believethat that i s not
the reason why it was rej ected. And John can comment on
this, he woul d knowbetter than anyone el seinthis room
| expect. But |I believethe concernis that, you know,
t here are abnormal event reporting requirenents that the
NRC has made a comm t nent to Congress to report. And
these are specified in ternms of dose, absorbed dose
| evel s, and nmake no reference to the sequell ae that
ensue.

And so it was sort of anissue between the
| awyers who were insisting that the medical event
reporting requirenment be made consi stent with these ot her
precedents versus, | think, anore nmedically inforned and
rati onal approach. And I'mnot sureif thisis true, but
it seenmed that the bottomline was that the comm ssi on
was confronted with having to possibly go back to
Congress to anend the AEcriteriaif they acceptedthe
reconmendati on of the ACMUI.

Ot hers may renenber, but it was a very
technically involved expl anati on.

CHAI RVAN  CERQUEI RA: Is that your
recol | ecti on?

DR. W LLI AMSON: Basically, the NRC
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attorneys killedit. It had nothingto dowth these
rational argunents.
MS. MCBURNEY: | believeit hadtodowth

the requirements for reporting to Congress at certain

desk levels. Is that right?
MR. HICKEY: Well, I'mnot up to speed
because sone of these go back awhile. | think that both

of the issues discussed by Dr. Cerqueira and Dr.
W | |i amson and Rut h McBur ney were factors, but | think
Dr. Dianond' s point iswell takenisit isour intent to
provi de feedback, not just to the commttee but to
anybody who makes comments. The comments were not
i gnored. They were considered and the staff or the
conm ssi on di sagreed with the final position, you know,
what final position should be taken.

But certainly there' s ways we can provi de
you with better feedback so it's clearer what the
reasoni ng was behi nd taking the positions.

CHAI RMAN CERQUEI RA:  Ckay. | think, you
know, sone of these i ssues are reasonabl e i ssues and
certainly after page 6, the results, | think we can
i nclude that informati on as sort of unresol ved i ssues or
sort of continuing probl ens that have not been fully
addr essed.

And | guess the other thing is we are an
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advi sory commttee andit sonetinmesisdifficult for us
torealizethat, you know, we feel that we're ri ght about
t hese i ssues but we can only advi se and we don't dictate
t he policy.

Ral ph, | think you' ve been waiting the
| ongest here.

MR. LIETO Well, | just had two questi ons,
or a coment and one question. The comments on the
i nvol venent of the ACMUI, as Jeff brought upinterns of
t he reasoni ng for feedback and so forth, inthe Part 35
revisionthey are elimnating any reference tothe ACMU
in revision.

Now t he supporting comrents and so forth
seened to i ndicate that, you know, it's not neant that
the conmmittee' s going to go away or anything like that,

but there seens to be the rempval of any statutory

reference to the commttee having to be there. Okay.

The other question --

CHAI RVAN CERQUEI RA:  Maybe we shoul d get
John t o address that and t hen t ake your next questi on,
again, |'mnot sure that, you know, so just reference
until the future existence.

MR. LIETO Well, | raisethat inlight of
t he fact that there seens to be recommendati ons coni ng
fromthe commttee to the comm ssioners and staff and yet
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they're either ignored and/or there's no feedback asto
why t hat occurs.

And t hen reading in his support docunent
that went to Congress about the changes to Part 35
referenci ng the di agnostic portions and so forth, at the
ACMUI reference regardi ng advi sory need and so forth, is
bei ng renoved. Now, it may not be a big thing, and I
don't know, but it just seens in |ight of what the
coments are here, it just kind of raises a red flag.

CHAI RVAN CERQUEI RA: Vel | | thi nk maybe part
of the answer to that is sonme of this feedback cones
during these di scussions, it comes duringthe briefings
with the conm ssioner and all of this, you know, t hese
are dictated m nutes that conme out of all of this, plus
sunmary, but the problemisit'sdifficult to get that
i nformation.

| think it will be appropriate for the
comm ttee, even though we are an advi sory conm ttee, we
coul d request that, you know, we coul d send specific
recommendations, and we've tried to do that in the
m nutes fromthe | ast several sessions, and we coul d
request it rather than having staff interactions or
di scussions, that we get formal, in witing
docunent ati on, because Jeffrey and | have a di fferent
under st andi ng of why we aren't doing sone of this.
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So Jeff, do you think that would help

clarify it?

DR. W LLI AMSON: Well, we've had an
unfortunate | apse where we don't have m nut es anynore so
| thinkit's verydifficult for thelast two years to
figure out what this commttee' s done, unl ess you wand to
wade t hr ough t he huge st ack of transcripts whi ch nobody
is going to take the tine to do.

| hope we are goi ng to be back on track of
having m nutes again --

MR. HICKEY: Well --

DR. W LI AMSON: But there were back inthe
periodreferredto, mnutes that shoul d be avail abl e t hat
wer e prepared by t he previ ous chair peopl e t hat per haps
we shoul d ask NRCtotry to make nore avail abl e t o us on
the web site or sonething.

MR. HICKEY: Yes. OQur intent where a
recommendati on was nmade to clearly docunent that
recomendat i on and provi de a neno back tothe commttee
on what our response was to that reconmendati on, and we
have done that through | think | ate 2000 and early 2001.

Ther e was one recomrendat i on made i n Cct ober
that we haven't responded to yet, one reason being
because it's still got to be discussed with the
comm ssi on today, and so | held of f respondi ng to t hat
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until after this neeting. But our intent istoclearly
docunent t he recommendat i ons and provide a formal witten
response back to the comm ttee.

Now maybe we didn't do a good job of
di stributingthe responses to those recommendati ons, but
we can do a better job on that.

CHAI RVMAN CERQUEI RA: So | think that woul d
be a reasonabl e nessage to gi ve out, and | think we could
pr obably i ncl ude sone of that at the end of nmy conments.

So, Ral ph, does that begin to answer the
issue? It still doesn't, you know, agai nthe conm ttee,
| nmean there's always i ssues when you' re an advi sory
committee to a government agency, the agency i s under no
obligation to accept those recomendati ons.

But | think we're putting alot of work into
thisandsol thinkit will be appropriate to request in
writing responses, but then that nakes it i ncunbent upon
us to ask specific questions, either as a result of,
we'vetriedtotake votes at the |l ast neeting so that we
can clearly vote upon objects to which we woul d get a
response. And | think we should try to get that.

MR. LIETO The one other thing that |
wanted to ask was do you think there should be any
statement to the i npl enentation of Part 35, of i ssues or
concerns to the conm ssion because of the fact that
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you're going to be, whenit's published, |licensees are
goingtostart toconvert yet there' s not goingto bethe
gui dance out there for themor that the gui dance i s under
sone controversy in terns of its inplenentation and
finalization.

And that there's sort of this transition
periodintimngthat | don't knowif we' ve got an answer

for thembut | think that's goingto be areal concern

for the regions and the licensees in the NRC regions.

CHAl RVAN CERQUEI RA: | think that transition
period, and certainly in aresponse that they nade to
Congress, they nmade a commtnment to work with the
pr of essi onal nedi cal societiesinterns of the gui dance
docunments and to certainly address sone of the i ssues
t hat t he SNM ACNP brought up. But therereally is no
time line on that and | think that certainly sooner
rather thanlater is the appropriate request. So |l can

make that in the statenents as well.

DR. DIAMOND: | also do think, I'msorry.

DR. WLLI AMSON: Go ahead.

DR. DIAMOND: | alsodothinkit was a very
useful decisionfor the commssionersintheir letter to
Congressman Cal | ahan to decide not to do a parti al
i npl ement ati on but wait for a unifiedinplenentation
based upon the revi ewof the SNMi ssues. That woul d have
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creat ed trenendous confusi on and | appl aud t hemf or t hat
deci si on.

CHAI RVAN CERQUEI RA: (kay. Dr. Nag and t hen

DR. NAG | realizethat the AMCU advi sory
body and we do make a | ot of recomendati ons. What |
t hi nk we shoul d ask i s (a) the summary recomendati on be
separately be put forward. | mean we will have the
entire transcript, but just the sunmmary of the
reconmendati on be made in one, two, or three page
docunent .

No. 2, if the NRChad to go through al ot of
t hi ngs and you have totry everything, but if they are
ei t her goi ng agai nst t he recommendati on of the ACMJ, it
shoul d be a requi renent that they respond why t hey are
t hey not foll ow ng.

They don't have to foll owus but they have
totell us why they arenot followingus. | thinkthat's
all we ask.

CHAI RMVAN CERQUEI RA: Il think it's
appropriate and what |'vetriedto do at thelast couple
of meetingsis, youknow, sonetines we have di scussi ons
ad nauseamand t hen don't reach anything, sol'dliketo
sort of make notions, take votes on notions, and t hose
t hi ngs specifically we woul d want the conm ssioners
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through their staff, their individual staff and any NRC
staff that supports this conmtteetorespondtous. So
| think we could make a --

DR. NAG But that |I'm saying the
reconmendati ons be taken out and at the end have a
separate section. W had atwo day neeting, these were
t he recormendations. | meanthey will beinthe body of
a 100- page docunent, but at the end there woul d be a two
page docunent.

CHAI RMAN CERQUEI RA: Yes. Well that's
Jeff's point. The m nutes of the neetings are where t hat
i nformation needs to be extracted and | thi nk we shoul d
wor k for that and, cl early nake note of areas where we
made notions, we took votes and we want to get a
response.

MR HI CKEY: Yes, the staff agrees with that
also. It's beenour intent todothat, sowe will make
every effort to do that.

CHAI RMAN CERQUEI RA: Ckay. Ni ki ?

MS. HOBSON: Well | just want to followup
on Ral ph's comment onthe timng. | nmean howsure are we
t hat, okay, you publish Part 35 in 30 days and then it
will beinplementedinsix nonths. Howsure can we be
t hat t he gui dance docunents are goi ng to be revi sed and
approved? | don't even know what process we have to
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follow, that has to be foll owed.

But, just having seen howlongit takesto
do anyt hi ng, I' mwondering is six nonths enough to get
t hat huge docunent revi sed and comment ed on and so forth?
Or shoul d we maybe encour age t he conm ssi oners t o del ay
publication for anot her 30 days? | nmean we' ve wait ed
this long, couldn't we wait anot her 60 days, just to nmake
sure that the gui dance is there, when the rul es are goi ng
to be inplenmented?

CHAI RMAN CERQUEI RA:  Yes, | guess John,
what ' s t he process for the gui dance docunments interns of
getting themwitten, approved and inpl enented?

MR. H CKEY: Well, first of all with respect
to all owi ng enough time, | think the nmechanismif a
deci sion was nade to al l ownore ti ne, woul d be t o del ay
the effective date of therule, not the publication date
of the rule. | think we would want to get the rule
published. It's essentially already been published, in
t he sense of bei ng nmade avail able to the public, but it
hasn't been published as a formal agency acti on.

It isachallenge. The nmechanismw || beto
i ssue NUREG 1556 as a final document, but it is a
chal | enge because we' ve now agreed t o t ake a harder | ook
at it and have neetings and have witten comments cone in

which will have to be dealt wth.
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So the direction fromthe comm ssi on, and
feel free to coment on this to the conm ssion, the
directionis to have that gui dance revised reflecting
comment s, i ncludi ng nore comments fromACMJ but al sothe
public and ot her stakeholders within that six nonth
process.

CHAI RVAN CERQUEI RA:  Okay. Jeffrey?

DR WLLI AVSON: Wl | | think maybe when you
rai sethisissue or tal k about your bul |l et about it being
ri sk i nformed and performance based, it's only goingto
be performance based if it's inplenmented through
i nspection and | i censi ng procedures in a perfornmance
based way.

There's enough specific prescriptive
regulationinthis newPart 35 that they could conpletely
tie up and hanmstring anybody by finding sonme small
paperwor k or m ssion or detail. But perfornmance based
means that they look at the licensee's overall
per f ormance i n achi evi ng broad safety targets and are
enphasi zing | ess smal | paperwork infractions.

I think insome ways it's not just having
thisdoneintine, it'sthequality of this docunent and
the quality of thetrainingefforts for theinspectors
that go behind its inplenmentation.

So | think to enphasi ze, there's arisk here

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

29
if they don't do this right.

CHAI RMAN CERQUEI RA: Yes, the probl emwe
have i s we' re tal ki ng about, what, 32 agreenent states
and 18 NRC st ates so that basically the people that are
going to be i npacted by this i mediately are 18 out of
the 50 states. And | think part of thereasontotryto
get this out there is to try to get nore agreenent,
because t he agreenent states have upto three years, and
we' |l hear Ruth's presentation.

But | think these are good points and |I'm
not trying to convey the fact that this is a perfect
docunment but just interns of the process t hat we went
t hrough, | just don't knowanot her alternative nmet hod
wher e we coul d have gotten i nput frompeople. | suppose
t here were ot her things that coul d have been done but
it'stakenlong enoughasitisandit's not perfect, and
| think certainly we've identifiedother areas that we
can bring up that are unresol ved i ssues and | t hi nk we
shoul d, you know, basical ly hanmer hone t hose pointsto
the comm ssioners as Jeffrey has suggested.

And t hen maybe, againwithin the rol e of the
commttee of the process and the whol e interactionwth
the NRC, | think we're sort of evolvingtowards tryingto
capture the critical discussionitens that occur and
trying to get specific feedback fromthem W should
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definitely nove in that direction.

Ri chard?

DR. VETTER: | just wanted to underscore
what Jeff sai d about i nmpl enentation, and rather than
focusing too much on what happened in the past, | ook
forward to howthisisinplemented. Andthereforethe
gui dance does becone very, very critical. Andto get the
most out of theregulations, totruly berisk inforned,

perfor mance based, the gui dance needs t o enphasi ze t hat

and the NRC in fact will set the tone for the states.

If the whole process holds the |icensee
account abl e rat her than focusi ng on the prescriptive
nature of the regul ations, we can still gain as nmuch
benefit as possible out of the current Part 35.

CHAI RMAN CERQUEI RA:  Al'l right. This has
been hel pful to nme and | think probably we shoul d go on
to the next section, otherw se we're goingto be here up
until the tinme of the briefing.

Thank you for your comment s and i nput and,
agai n, | woul d have preferred to have circul ated t hese
ahead of tinme to people sowe could all get theinput and
nodi fy them but we just didn't havethetinmetodoit.
So Ruth, do you want to go over your --

M5. MCBURNEY: Yes. Basically mneisjust
going to tal ki ng about the i npl enentation of Part 35in
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t he agreenent states. As Dr. Cerqueira nentioned a
maj ority of the states are agreenent states. Infact,
probabl y about 70 percent of the medical facilitiesthat
woul d be i npact ed by t hi s change are i n agreenent st at es.

Ther e was consi der abl e i nvol venent of state
personnel in the rule making process. 1In fact, two
peopl e on the working group and one or two on the
steering commttee as well felt that it was a fair
process that all owed for i nput fromall the stakehol ders.

As he al so nenti oned, the agreenent states
normal |y have three years to i nplenent aruleonceit's
adopt ed by the NRC. During the rul e maki ng process, a
paral | el process was goi ng onto provi de suggested state
regul ati ons and sothey' re ready to be published as wel |
and provided to the states as soon as the Part 35 is
publ i shed.

Sorne of the states have seen that several of
t he rul es are needed now, sone of the rul e changes, for
exanpl e on t he brachyt herapy, the high dose rate | owdose
rat e brachyt herapy requi renments, the provisions for new
t echnol ogi es, especially insone of thelarger states
where the new technol ogies are comng in fast and
furious.

So t he schedul i ng of the rul e changes wi ||
vary fromstate to state. Sone of the states have
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al ready inplenmented sone of the provisions of the
proposed changes that aren't inpacting their

conpatibility with the Nucl ear Regul at ory Conm ssi on.

And sone states will just wait and nay not neet the
requirenents until that three years i s up, because sone
of the rul e maki ng requirenents in sone of the statesis
nore onerous and takes |onger than in other states.

For the training and experi ence requirenments
for the MDaut hori zed users, ACMJ has reconmended t hat
NRC cooperate wth the states to get sooner uniformty,
nore i nmedi ate uniformty intherequirenents, because
this can cause cross boundary i ssues with physician
trai ni ng prograns, And al so t o approve t he boards as soon
as possible to facilitate that uniformity.

Board certification acceptance nakes t he
approval of users a nore efficient process.

The Nucl ear Regul atory Conm ssion has
menti oned on several occasions that they are having
wor kf orce i ssues with a maturi ng wor kforce. The states
are |l i kewi se havi ng t hose sane i ssues wi t h peopl e t hat
have been trai ned, have been heal t h physi cs traini ng and
soforth, are gettingto near retirenent age and there's
a lack of trained personnel to take their place in
i censing and i nspection work. And attracting newst aff
at the pay scales that the states can offer isreally
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difficult.

CHAI RMAN CERQUEI RA:  All right.

MS. MCBURNEY: Comments on that?

CHAI RMAN CERQUEI RA: Comment s?

DR. DI AMOND: | just would liketo nention
what | told Ruth privately. The states, particularly ny
state, Florida, is having tremendous workforce i ssues so
| appl aud you f or enphasi zi ng that and | believe t hat
t hi s manpower i ssue may only i ncrease i nthe next three
to five years, as | believe there will be a dramatic
increase in the use of radio-pharmaceuticals for
t herapeutic purposes in the next couple of years.

MS. MCBURNEY: We've seen our work | oad in
I'icensing, innmedical |licensing, already startingto go
up because of sonme of these newer nodalities.

CHAI RMAN CERQUEI RA:  One of the charges we
got fromthe conm ssionwas to basically try to givethem
i deas, not just Part 35 revision issues but sort of
anticipating problens inthe next threeto five years.
And | think this manpower thingthat we've all identified
isgoingtobeverycritical becausel nean all of us, no
mat t er what part of, what area we work in, we're all

having difficultiessol thinkit will be aninportant --

MS. HOBSON: Well, | just wondered if the
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states or the conmttee, are there recomendati ons on how
to remedy this? Are there prograns that shoul d be
i npl ement ed, funding that should be --

MS. MCBURNEY: We have in the past
reconmended that NRCreinstitute paying for trainingfor
state personnel. They used to pay travel and tuition for
certain courses but, of course, they've had cut backs as
wel | and once they were put on a fee-based system t hat
all hadtogointothe fee basis, andit was difficult
then for themto provide trainingfor agreenent state
personnel whenit was their |icensees that were havingto
pay for that.

We inthe states are having to sort of train
our own. We were fortunate in Texas to have Texas A&M
put on a five week course for us, simlar tothe onethat
Oakridge does for state and federal personnel.

CHAl RVAN CERQUEI RA: | think we canidentify
this. Dick had a --

DR. VETTER Yes, back inthelate 50s or in
t he 50s through the 60s and into the early 70s, the
federal governnment punped considerable dollars into
traini ng prograns and fel |l owshi p schol ars i n radi ol ogi cal
heal t h.

Inthe | ate 70s through the 80s and 90s,
t hose prograns have struggl ed and t oday t he nunber of
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heal t h physicists inthe systembeing trai ned nunbers in
t he bal | park of 100. And so all those peopl e who were
trainedinthe 50s and 60s are gray haired, |ike ne, and
we're goingtoberetiring and there just aren't very
many people to repl ace us.

So in health physics al one, | et al one the
ot her areas, thisis goingtobeaverycritical issue.
And soneone at a very high |l evel needs to becone awar e of
t hi s and begi n aski ng what they'regoingtodototryto
resolveit. These training prograns are goi ng down t he
t ubes.

CHAI RMAN CERQUEI RA: That's true for
radiati on safety officers, health physicists to
technol ogi sts. | neancertainly all of us that are doi ng
di agnostics, it's a key issue that needs t o be addressed
and obvi ously i s going to need sone resources to sol ve
it.

M5. MCBURNEY: Thereis sonelegislationin
Congr ess t hat woul d provi de nore schol arshi p funds for
t hat but nothing that we can --

CHAI RMAN CERQUEI RA:  Yes, unfortunately, a
lot of the training programs, certainly for
t echnol ogi sts, have basically cl osed and there's plenty
of jobs out there, but even though there may be
schol arships, if the prograns aren't availableit's going
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to be a problem John, you had a --

MR. HI CKEY: Yes. If | could go back to your
previ ous poi nt, when you used the phrase "i medi ate
uniformty" --

MS. MCBURNEY: It was --

MR. HICKEY: |'manticipating, maybe t he
conmi ssi on won't ask, but what do you see as the rol e of
the comm ssion? Is it to encourage the states to do
things as quickly as possible?

MS. MCBURNEY: Encourage, right.

MR. HI CKEY: And | think people are aware
that the reasonthat I'maskingthat is the states are
al l owed three years to inplenment the rule and they
generally resist overtures fromNRCtotry to get themto
i npl ement the rul es faster than that as a requirenent.
Now sone of the states do i nplenent it but other states,
f or one reason or anot her, can't inpl enent things as fast
as we would |ike.

MS. MCBURNEY: Yes, that was ny previous
one. Dr. Cerqueira was this a slide that you added?

CHAI RVAN CERQUEI RA: Wl |l | did, | added
sone of that material about, you know, and we' ve got sort
of these, from ny constituency, the training and
experience are going to be a big probl emas peopl e go
across state lines.
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| guess the other question, too, Johnis
that | think the denn Conm ssion in the early 90s
identifiedthe fact that the NRCdoesn't really have the
authority to make the states conpliant with federal
policy. There's no nmechani smin place by whi ch they can,
you know, get conpliance fromthe states.

So what if Texas decides it doesn't |ike
sone of these changes andit's just not goingto dothem
period. Is there anythingthat the NRCcan do, short of
going to Congress?

MR HI CKEY: |'d rather not corment on t hat
at this tine.

MS. MCBURNEY: That's inconpatible with --

MR H CKEY: Well | cantell you ny personal
understanding is that the NRC can revoke a state's
agreenent and take jurisdictionfor thelicensees inthat
state. That woul d be unli kely but generally if NRC s
unhappy with the way the states are inplenenting
i nportant regulations, the result is the states
eventual ly i npl ement those requirenents.

CHAI RMAN CERQUEI RA: But again, and | don't
recall all the details, but the @ enn Conmi ssiondidfind
t hat that was a maj or problemthat you couldn't get a
consi stent inplenmentation.

DR. NAG What aut hority does t he NRC have?
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Do you have the authority todothat or not? | neanif
you find a state i nconsi stent, either they are nore | ax
or over restrictive, can you do anything?

CHAI RVAN CERQUEI RA: W have t he aut hority
to revoke the agreenent and take jurisdiction of the
i censees.

DR. NAG But that's alnost unlikely to
happen. But only this portion you are over st eppi ng your
boundary or sonethinglike that, can you do just anyt hi ng
short of revoking an entire license?

MR. HI CKEY: There are | ots of things we do
to get states to be conpati ble, but I'mnot al awer, |
don't knowwhat the | egal significance of those things
are.

MS. MCBURNEY: Every few years each
agreenent state has areviewdone, it's call ed an | MPEP
review, Integrated Materials Program --

MR H CKEY: Perfornance Eval uati on Program

MS. MCBURNEY: Right. Right. And as part
of that they review the rules, the procedures, the
trai ni ng and experience of the staff, all that, to nake
surethat it i s adequate to protect public health and
safety and is al so conpatible with the program at NRC

Now, certain rul es have a hi gher or | ower
conpatibility |l evel than other rules, and of course
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certainthings |ike Part 20 has to be al nost essentially
identical. Andthentherew || be certainparts of Part
35 that will have to be identical, or essentially
identical. Andthenthere wi || be other parts of it that
the states have nore flexibility on.

CHAI RMAN CERQUEI RA: But there were
different | evel s of conpliance and sone of t hese t hi ngs,
| knoww th training and experience we basically saidit
had to be | evel C conpliance.

MR H CKEY: Yes, we call themconpatibility

| evel s.
CHAI RMVAN CERQUEI RA:  Yes.
MS. MCBURNEY: | think it's a B.
CHAI RMAN CERQUEI RA: It's a B?
MB. MCBURNEY: Meani ng essenti al ly t he sane.
CHAI RMAN CERQUEI RA:  The sane. But the
i npl enentation for that is still within athree year

period after six nonths foll owingthe publicationinthe
Federal Register.

MR. HI CKEY: Correct.

CHAI RMVAN CERQUEI RA: Ckay. Any ot her
gquestions for Ruth or points that peoplewwuldIliketo
make? Okay, if not then --

MR. HI CKEY: If | couldjust interject, M.
Chai rman, we have t he revi sed agenda here sowe wi || be
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able to hand it out to all the nenbers and the ot her
attendees before they | eave today.

CHAI RMAN CERQUEI RA:  Okay. Again, | think
we're sort of captives. We're definitely goingto be
here tonorrow for the whol e neeting, but sone of the
ot her peopl e are only here for sections soif you nake it
availablethat' Il be good. Sally, do you want to go over
t he sort of nuclear pharmacy issues?

MS. WAGNER SCHWARZ: Yes. Actual ly, al ong
the sane lines interns of nunbers of individualsinthe
field and if their pharmacy kind of faces the sane
situation, not sonmuch that we're dw ndl i ng nunber w se
but that the requirenents and, | nean the field is
expandi ng. The need for pharmacists generally is
expandi ng.

And so one of the | argest growi ng areas i n
nucl ear nedi ci ne for pharmacy personnel is PETand that's
not an NRC concern but it certainly does inpose a
di fference for the agreenent states. They regul ate both
byproduct and t he accel erat or produced materials, but for
the NRCregul ated states essentiallyit's theissue of
PET isotopes or accelerator isotopes, as well as
byproduct material indealingwthdispensingfirns. In
centralized nucl ear pharnmacies this issueis already
bearing essential increases in hand dose.
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| knowthat withinour fieldwe' ve al ways
triedtowrk at the ALARA | evel of 10 percent and so |
knowthat's not a mandate, it's just what we attenpt to
do in terns of hand and body exposure. But with the
i ntroduction of PET, the 511 keV photons essentially
bring a difference to the field conpared to the 140
traditional energy |level of nobst nucl ear nedicine
handl i ng i sot opes.

Sowith that thought inmnd]l just really
wanted to do this kind of as an i ssue that needs to be
addr essed, for ALARAiIn using PET we're tal king nore |i ke
35 1to0 40 percent of the all owabl e exposure that's bei ng
incurred by personnel in working with PET isotopes.

So fromthe i nspectors' standpoints, from
the NRC who are review ng these personnel, even
attempting to keep things as |low as reasonably
achi evabl e, this becones anissue. Andit's not that
we' re not working safe, it's that we are agai n wor ki ng
wi t h hi gher energy, andit's not if we could just hire
peopl e and have nore pharnaci sts that m ght be one way to
i nprove the situation, and againthereis this shortage
of pharnmacy personnel that's apparent.

And t he reason for the shortage, there's a
coupl e of reasons. Pharmacy prograns have recently gone
froma five year under graduat e degree programto nowa
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si X year program and t he nunbers essenti al ly of pharnacy
entrants are about flat. | nean there's not anincreased
nunber, but there certainlyis anincreased denand and
not just from PET but from other areas that draw
phar maci sts in general.

So | think that inother words, inorder to
mai nt ai n ALARA | evel s we do need nor e pharmaci sts, at
| east the | ower ALARA | evel s we do need nor e personnel .
So how ar e we addr essi ng t he shortage as far as phar nacy
i s concerned? Sone pharmacy curricul unms, specifically
Purdue | am aware of, that is trying to include
sufficient electiveswithintheir curriculumso that they
woul d be essentially certifiedwiththerequiredtraining
to be able then to go out in the workpl ace and get the
training, onsite training hours that are needed for
board certification.

And, additionally, there arecertificate
prograns avail abl e for al ready graduat ed phar maci st s.
These are only three that | |ist here, Purdue, the
Uni versity of New Mexico, University of Arkansas, all of
which are the | arger prograns. Sonme of the actual
centralized pharmaci es, such as Syncor, does have their
own prograns so they hire pharnaci sts and t hen send t hem
to various training prograns.

So they do have nethods available to
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essentially trainindividuals, but againwe're still
short of people to train even having those prograns.

The next thing that's essentially inthe
works i s the techniciantraining. There al ways have been
phar maci sts techni ci ans who have worked in regul ar
pharmacy settings and actually in 2000 there were
gui del i nes actual | y prepared by t he APHA secti on nucl ear
phar macy practice in 2000, guidelines for nuclear
phar macy techni ci ans. So, again, there are certificate
progranms through APHA for these technicians to be
certified.

So, again, this may all owus to share dose
by bringi ng nore of these technicians to be supervi sed by
t he phar maci sts on board, but agai nthe issue of noney
really is sonething, too. | nean prograns agai n have for
nucl ear pharmacy gone by t he waysi de. The particul ar
programl| went through at the University of Sout hern
Californiais nolonger avail abl e because of funding. |
mean it's just gone.

And so, again, it's anissue of people, |ack
of nonetary ability, it certainly would be hel pful if
that was reinstituted but nost likely it won't be
sonething that will be on board in the near future.

DR DI AMOND: Sal |y, are you concer ned about
t he potential for some of your workers actual Iy reachi ng
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or exceeding al |l onabl e worker limts, for exanple. There
are sone centers where a PET center may be a stand al one
center inwhichall they doall day longis PET at very
hi gh vol ume. And t hat radi o pharnmaci st or technici an
wi Il only be handling this particular material and w ||
not have access duringthe day tomxingit with other
types of perhaps even lower risk material. Are you
seeing that at all?

MS. WAGNER SCHWARZ: Yes, we are seeing
t hat . | would not say probably at the Iimt but
certainly you have to conti nue to change practice, to
upgr ade, you know, as far as, yes, it's problematic.

DR. DI AMOND: For exanple, at our
institution we have a dedi cated PET center and that
rai ses a concern per haps there shoul d be nmechani snms i n
pl ace to ensure that these workers do rotate. Not just
for experienceandtrainingto keeptheir skills up at
all levels, but also for their own individual --

M5. WAGNER SCHWARZ:  We currently actually
at our institutiondotrytoessentiallydistributethat
dose to the best of our ability. And, again, all of
t hese personnel chem sts, technol ogi sts and agai nthe
shortage of technol ogi sts presents a pharnacy i ssue, too
because often technol ogi sts have been hired because
t hey' ve been trainedin handling radi oactive materi al s,
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to be able to do, you know, the PET production,
distributionas well. But they are not really avail abl e
a lot of tines.

CHAI RMAN CERQUEI RA:  Jeffrey?

DR. W LLI AVSON: Well | think that maybe in
t he course of Sally's presentati on woul d be a good tine
tonentioningeneral the m xed dose i ssue, whichis very
i nportant for interventional cardi ol ogy, and any group of
people that's getting alarger anount of superfici al
radi ati on fromnon byproduct sources but al so handl es
byproduct radiation, and that is the probl emthat for the
pur poses of conplyingw th Part 20. They're forcedto
use, what is it the deep dose, the DDE, deep dose
equi val ent, whichis defined as t he nmaxi numdose to t he
whol e body rat her than the effective dose equi val ent
whi ch can be averaged and wei ghting factors can be
applied to.

So that is a maj or probl emt hat maybe one of
us ought to chime in and suggest it really needs to be
sol ved, either by aregulatory initiative or through
reinterpretationof the appropriate regul ations in Part
20.

CHAI RMAN CERQUEI RA:  So t he i ssue of m xed
dosetiedintothe fact that, you know, we' re havi ng sort
of ashortageinall the areas of workers. W can't sort
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of divide things --

DR. WLLIAVSON: Wl | that it's exacerbated
t hat because NRCi s essentially applying adefinitionfor
cal cul ati ng whol e body dose with nm xed nodalities.
That's out of stepw th what the community is doing. Is
that a fair statement?

MR. H CKEY: Yes, andin fact the comm ssion
has gi ven sone directionto renedy that and t hat's what
we' re going to discuss tonorrow. That's onthe agenda
for tonorrow.

MS. WAGNER SCHWARZ: At NCRP.

CHAI RMAN CERQUEI RA: Right. Sothisis a
separate issue, thisis sonmethingto agreat extent out
of the hands of the individual |icensees but as the, you
know, penetration of technol ogy changes and naybe t he
di ffusion of liquidradio nuclides and non byproduct
mat eri al s into radiation oncol ogy i ncreases, we could
al so have the problem

M5. WAGNER SCHWARZ: Yes, absol utely. That
is definitely where this is --

MR. HI CKEY: Ri ght nowwe don't because we

get such | owexposures in general that it's not an i ssue.

CHAI RMAN CERQUEI RA: So | think if you coul d
bring that point up Sally. Eventhoughit's goingto be
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di scussed tonorrow, | think it's inmportant for the
comm ssioners to hear it.

One question | have. This change in the
requi rements fromfive years to si x years, was t hat nade
by the prograns? Was t hat made by regul at ory agenci es?

MS. WAGNER SCHWARZ: It's actually been a
wor k i n progress since |l graduated fromcollege. At the
time that | graduated, which was 1971, Californiahada
si X year program Really, we've grown over that interval
into the six year program and that really was to
accommodate increased training in clinical areas
general ly as part of total pharmacy, so that graduates
are required essentially to increase their --

CHAlI RVAN CERQUEI RA:  Ri ght. Nowwe can nake
al | of these, you know, make t hemawar e of t he concerns
about manpower in training. W've identified the
probl em but what's the solution? Do we just need nore
noney for this? Isthat all it takes? | nmean because
t here are jobs out there but people aren't going to them
Jeffrey?

DR. W LLI AMSON: Well, | suspect the
radi ati on safety of fi cer and heal t h physicist part is a
little different. Maybe what NRC does or doesn't do
coul d have nore i npact on that, and that really is a
serious crisis.
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| think the others the therapists needed,
t he staff radi ati on oncol ogy nucl ear nmedi ci ne and ot her
things that probably will be solved by marketpl ace
incentives, you know, you pay those people out of
clinical fees garnered by the hospitals. Sothereis a
source of funding for that and it's necessary to get
supply back in alignment with demand.

But radi ation safety officers and health
physi ci sts don't generate patient billings. Andso |
think that is amjor issue. They really are, | think,
desperately in need of subsidization of sone kind or

anot her because they don't enjoy t he sane benefits as the

ot her para professional people in radiation medicine.

DR. DIAMOND: Why -- I'msorry, go ahead.

DR. W LLI AMSON: So | think another, it's
probably related to the board certificationissue, too,
t hey' ve managed t o under cut t he val ue of Amreri can Board
of Heal th Physics certification, that's surely not goi ng
to help at all.

CHAI RMAN CERQUEI RA:  Ckay. Davi d?

DR. DI AMOND: Certainly | think the
mar ket pl ace will at some point go and correct those
inequities. We certainly are paying our technicians a
| ot nore, technol ogi sts, than we fornerly had pai d and,
you know, that's how the system works.
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Wthrespect totheir agreenent states, in
t he state of Florida we have certain regul ations which
dictate how much starting enployees can nmake.
Unfortunately, they are out of stepw ththetechnical
qualifications of these individuals. That, plus the
cut backs in state fundi ng because of our declining
econony foll owi ng 9-11 have all real |y produced i ssues.
So, again, it'sanulti factual process, the states have
t heir own financial issues, there's a market pl ace set of
i ssues, andthenwith respect tothe RSCs there's a set
of experience and training and board certification
I ssues.

CHAI RMAN CERQUEI RA:  Subi r?

DR. NAG Yes. Interns of funding, | think
what we have to see is (a) whatever the radi ati on safety
officer is providing. Isthis adirect benefit tothe
patient. If it is, thenjust |ike any other group, you
have to | obby t he HCFA t hat, you know, radi ati on survey
is aprocedure that has to be done for the benefit of
t hat patient, and there shoul d be a charge associ at ed
with that.

And if you do it that way, then you get
rei mbursed for that and then you, you know, wi th nore
regul ati on you wi I | then generate your own i ncone. So
that is sonething | think the radi ation safety officers
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group should try to | obby the HCFA.

CHAI RMAN CERQUEI RA:  One of ny ot her non-
paying jobs is to serve on this CMS, which used to be
HCFA and AVA and j ust | ooki ng at what practices shoul d be
paid. And |l cantell younothingis goingup, it's going
to continuetogodown. | think again we canidentify
thisissueisthat there'sincreasedutilizationinall
aspects, certainly in PET for diagnostic studi es and
we're really finding a short that's multifactoral,
certainly the maturing or aging or graying of the
wor kf orce and failure of people comng into the work
envi ronment .

The ot her that's happening, tooisthere's
ashift, and certainly if you' re hospital-based you can't
pay peopl e what peoplein private practice can do. And
the conditions in an out-patient cardi ol ogy practice
doi ng nucl ear cardi ology are al ot better. There's no
call, the patients are usually healthier, sothere's
i ssues of distribution as well.

| think we can nake these points at the
conm ssi oner' s request. Ckay, Sally. Any ot her comment s
for Sally or --

MR. HI CKEY: l'"d just like to make a
procedural suggestion. Remenber that you' re speakingto
a broad audi ence of people inthis neeting. There's
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goi ng t o be ot her peopl e t here besi des comm ssi oners so
when you use an acronymthe first time, |i ke LDR or PET,
say what it is. You can generally assune everybody in
the room s going to know what ALARA neans, but it's
better still to explainthe acronyms. And for PET, it
may be worthwhile to just take a nonent to make cl ear
that that's an accel erator technol ogy that's not under
NRCjurisdiction, sothat that's clear to everybody t hat

thisisaninfluence. It inpacts nedical care but it's

not sonmething that's directly under our jurisdiction.

Al so, call the slides, |ike say next slide
pl ease, or slide 5 pl ease, so the peopl e who are show ng
the slides will knowwhere you are i n your presentati on.

CHAI RVAN CERQUEI RA: Okay. Jeffrey?

DR WLLI AVBON: Ckay. Well | want to start
out maki ng t he poi nt that everybody i nthe community and
withinthe ACMJ | thinkis pleased at the introduction
of the concept of the Authorized Medi cal Physici st or
AMP. That recognitionthat the physicist plays a nuch
broader role in pronmoting the safety and efficacy of
radi ati on medi ci ne than calibrating Cobalt 60 unitsis an
i mportant step forward in aligningtheregul atory point
of viewwth clinical reality.

But, wunfortunately, there is a mjor
conflict between the trai ni ng and experi ence requi renents
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specified for AMPin 35.51 and the community's definition
of qualified nedical physicist.

The comunity's definition is that the
i ndi vidual be certifiedinthe appropriate specialty by
t he Aneri can Board of Radi ol ogy or Ameri can Board of
Medi cal Physics, plus satisfy certain continuing
educati on requirenments.

The 35.51 specifies a nunmber of
requi renents, a graduate degree, years of training, but
al so requires specific experience and training with

byproduct nodal ity such as Cobalt 60, tel et herapy and

stereotactic and high dose rate or HDR brachyt her apy.

The ABR and ABMP criteria for sittingfor
the boards as alittledifferent. I n many ways they're
simlar, they require the sanme graduate degree
essentially, require between two and six years of
experiencetosit for the boards, but they do not require
speci fi c experience w th byproduct nodalities, that's not
i ncl uded.

So their enphasis is on assessing the
candi dates' clinical judgnment, know edge base and ability
to i ndependently practice the profession of clinical
physics for all nodalities.

Sothisisthe essential conflict soit does
appear that neither Anerican Board of Medi cal Physics
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certification nor Anerican Board of Radiol ogy
certificationw | becone one of the approved boards for
aut hori zed nedi cal physicists.

The uni nt ended consequences are, firstly,
this can serve to undercut and marginalize board
certification. The essential issueis why bother going
t hrough the board certificationprocessif it's not going
t o hel p you becone an aut hori zed nedi cal physicist. |
think overall this is a very bad consequence. | t
certainly does nothingto hel p pronote safety and it may
in fact underm ne public health.

The underlying reason why thisis soisthat
board certificationis essentially the only industry
standard or credential that defines a qualified nedical
physi ci st. Unl i ke other areas, such as radiation
oncol ogy where there are wel | established resi dency and
training prograns, thereis no established and accept ed
singl e pathway for achieving this | evel of experience.

So the board certification processisreally
the only qual ity mechani smto ensure that this experience
isof highquality. It my exacerbate AMP short ages by
preventing qualified nmedi cal physicists frompracticing
inlicensed institutions. There are relatively few
opportunities, especially for Cobalt 60 and gamm
Stereotactic to achieve this training.
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So that therenedies |isted here are |l think
short term two thingsthe ACMJ has reconmended, oneis
uncondi ti onal grandfathering of current tel etherapy
physicists as full AVMPs without qualification and w thout
limtation of what nodality they can practice, tocreate
a pool of AMPs that can serve as preceptors.

The second short termrenedy woul d be to
accept board certification as evidence for conplyingwth
as many of the 35.51b requi renments as possi ble. So, for
exanpl e, inplenmnentation and gui dance space require
evi dence of suppl enentary training, for exanpl e i n Cobal t
60 gamm stereotactic, plus board certification, as
grounds for becom ng an AMP in that area.

And, of course, thelongtermfixisarule
making initiative which addresses this probl em and
essentially puts the boards back in rule space and
replaces the and with an or.

CHAl RVAN CERQUEI RA: (kay. And thenthere's
sonme back up slides for Jeffrey. Subir?

DR NAG Yes. Therequirenments that Jeffrey
was t al ki ng about are no different than that for the
aut hori zed user. Quite sinple, inthe authorized user
you have radi ati on oncol ogy boards, you have gener al
traininginradiationoncol ogy, youdon't have to have
cobal t experience inradiation oncol ogi es wi t hout cobal t
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experiences, they are all parallel.

| don't think that any maj or difference
bet ween t he AMP, aut hori zed nedi cal procedures, andthe
aut hori zed user. They have very sim lar problens, andin
t he aut hori zed user that has been sol ved by sayi ng you
have to be board certified and show that you have
experience in any of these speci al nodalities |ike ganma
knife or Cobalt 60. | think they're all very simlar.

DR. W LLI AMSON: Well, actually that's a
good point andit is quite possible, it seens to ne, that
radi ati on oncol ogy certification may not be accepted as
t he default pathway for becom ng an aut hori zed user
because the regulations in 35.600 do in fact nake
reference to byproduct nodality specific procedures. So
i ndeed radi ati on oncol ogi sts could findthenselvesinthe
sanme boat as the physicists. So that's definitely a
point | wanted to make if | have a nonent.

| think thereisadifference, andthat is
first of all there are state |icensing requirenents,
whi ch encour age and promnul gate t he i ncenti ve t o undergo
board certification and hospital credentialing
requi renents that do and, with the exception of afew
states, physicists don't have this and, secondly,
radi ati on oncol ogy does have a uni formclinical training
programthat by either the alternative TNE or t he board
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certification pathway you have to have. And physicists
don't have that, sothat's why | viewit as a greater
risk to the physicist than the radiation oncol ogi st.

But | think it is inportant that board
certification is in doubt for physicians, too.

MR. LIETO | was just going to nmake the
poi nt or make a suggestion that the short termrenmedy
you' re suggestingreally isjust tonmaintainthe status
quo.

DR. W LLIAMSON: Mreor less. It's exactly
what we do as an i ndustry standard t hat we undergo a few
weeks, or hours in sone cases, of supplenentary training
on top of board certification.

I f I have the opportunity I'Il try to make
a conpari son of the regul at ory paradi gmof howone | earns
andtheclinical reality. | think underlyingall of this
istheunrealistically mechanical concept of how peopl e
| earn to becone conpetent. Sonehowthis information,
know edge i s downl oaded i nto you froma vendor and t hen
you go of f and practice correctly. But that sinplyis
not right. You rely on the judgnent, skills and
know edge base of the physicist toessentially set up
these specialty procedures, design form design
procedures, inplenent training prograns for the staff to
make them worKk.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

57

Soit's not that a, you know, specific bit
of know edge is going to make all of the difference
bet ween having a successful program or a dangerous
program

CHAlI RVAN CERQUEI RA:  Jeff, can you rem nd ne
why we put and and not or inthe current regs? You're
sayingthat thelongterm just arulemakinginitiative,
to replace and with or.

DR. W LLI AMSON: Wl |, John may have a nore
i nformed opi ni on.

MR. HICKEY: Do you want me to go first?

DR. WLLI AMSON: Yes, you go first.

MR. HI CKEY: Well, theintent was that the
board certification be subject tocriteriathat the board
certificationwouldjust without revi ewbe accepted, so
t hat nowthere woul d have to be acriterion by whichthe
board certificationactually included a process such t hat
t he people were qualified. Sothat's the distinction
between the old rule and the new rule.

Wthrespect to M. Lieto's conment onthe
status quo, that's not quite true. The status quo woul d
be that people who are currently on licenses as
aut horized tel etherapy or medical physicists could
continue under their current authorizations. The
proposal hereis that they woul d be al | owed addi ti onal
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aut hori zations that they currently don't have.

For exanple, if they weren't currently
aut hori zed for gamma kni fe, under this proposal they
woul d be authorized for ganma knife.

DR. NAG Can youtell nme what you nean by

this "and" and "or." I mean was not really clear.
DR. WLLI AMSON: Ckay. Maybe | shoul d t ake

astab, | haveto present it. The newregul ation states

CHAlI RVAN CERQUEI RA:  Her e agai n you nmay want
tomake it clear to the conm ssioners because |I' mnot
sure that they'll really be up to date on it.

DR. WLLI AMSON: That's a good point. So
the issueis the newregul ati on states that an aut hori zed
medi cal physicist i's one who has board certification by
an approved board that neets the fol | owi ng requi renents,
which is the years of experience, the degree and

acquai ntance with certai n byproduct material nodalities.

It's al so possi bl e that, you know, one can
be an aut hori zed nedi cal physici st sinply by conplyi ng
directly with these alternative pathway requirenments.

Sointheoldregulationit was be certified
by one of the foll ow ng boards, or conply with t hese
trai ni ng and experience requirenents. Sonowit's have
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board certificationthat includes all of the foll ow ng
requi renents.

CHAI RVAN CERQUEI RA:  So this was just an
oversight on the comnmttee's part?

MR. LIETO.  You know, | --

CHAI RMAN CERQUEI RA:  Ral ph?

MR. LIETO | was just goingto say, | seem
to recol |l ect that when t he proposed Part 35 cane out, the
i ntent was that the NRCwas goi ng to set up potentially
its own examto approve aut hori zed users, RSOs and so
forth. Andthenthe final revisionthat cane out sort of
said we're not going to be doing this.

And |I"mjust wondering if, in that that
process of getting away fromdoi ng t hat process, sonebody
forgot to change an and to an or or sonethinglike that.
Because what was originally proposedinPart 35in what,
19987

CHAI RMAN CERQUEI RA:  Yes.

MR. LI ETO Especially regarding training
and experience, has gone through a couple of mjor
iterations. Inall the public foruns that | attended,
t he and/ or were never di scussed, | neanit was basically
t hat you were goi ng to have board certification andthen
t here was goi ng to be t hese al t ernat e pat hways w t hout
nam ng the board certifications.
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DR. WLLIAVSON: | thinkthe assunpti on was

that the alternative pathway requirenents were afair
statenent of the existing prerequisitestosit for the
boards. | don't think anybody exam ned it cl osely.

MR. HI CKEY: Yes.

DR. W LLI AMSON: And ny private
conversations with staff, even those in | eadership
positionsinthis organization, iswidely admttedthis
was an error, both onthe part of the staff and failure
of the community to notice this discrepancy between t he
alternative pathway requirenments and the board
eligibility requirenents.

MR. HI CKEY: Yes, that's the NRC s
under st andi ng al so.

CHAI RVAN CERQUEI RA: But isit toolateto
correct a typo?

DR. W LLI AMSON: We' ve been there.

MR. HICKEY: It's too late to correct it
before the rule is published. | don't knowif it's
correct to characterize this as a typo.

(Laughter.)

CHAI RMAN CERQUEI RA: | was bei ng faceti ous.
Ri chard?

MR. HI CKEY: | understand.

DR. VETTER: Just to add one nore point to
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this, | agreewith everythingthat's beensaidrelative
to the past history and how this occurred, the NRC
originally was goingto nore or | ess accredit the boards

and one t hi ng t hey wer e consi deri ng was t he exampr ocess.

Al | of that we had an opportunity to comrent
on, and | assune there were comments. | don't know what
they all were.

Then t he publ i shed rul e canme out t hi s way
wher e t he or was changed to an and, so that the boards
woul d be hel d to sone sort of a m ni numrequi renent and
ever ybody woul d be on alevel playing field. But I think
the crucial point here is that we never had an
opportunity to commrent on that and. That canme out inthe
publ i shed rul e.

DR. W LLI AMSON: Is that true, John?

MR. HICKEY: | didn't attend t he neetings
and we couldreviewit with the peopl e who di d anot her
time. But ny understanding was it was nmade very clear in
t he neeti ngs and t o t he prof essi onal boards what the rul e
said, what it was going to say and we didn't get any
comments objecting to that wording.

DR. W LLI AMSON: Coul d we fi nd out during
t he lunch hour?

MR. HI CKEY: No.
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CHAI RMAN CERQUEI RA: Wl |, you know, agai n

t he whol e i ssue of a separate board that woul d test not
clinical conpetence but just know edge of radiation
i ssues and day to day practicalities was entertai ned and
the NRC| ooked at it, decided it was cost prohibitivein
terns of settingit up, adm nisteringthe exam andthe
deci si on was made not to go that route but rather tol et
boards appl y, you know, the currently existing boards, as
a way of letting the NRC out of the requirenments for
setting their own board standards.

And | guess certainly for the diagnostic, |
al ways t hought that there was still an alternative
pat hway, if you di dn't have boards you could still have
that 700 hour training and experience.

MR. HI CKEY: That's correct. If it were
j ust a question of a m sunder st andi ng of what the boards
required, that could be corrected but there's a
substanti ve i ssue. The proposal onthe tableis a person
who has no training or experienceinanodality should be
deenmed quality inthat nodality. That's what we have to
wrestl e w th. Sonebody who has no deal i ng wi th a gamma
knifeis goingto be deened qualifiedto work on agamm
kni fe. Sonmebody who's never beeninanedical facility

can be qualified to be an RSOin a nmedical facility.

That's the part that would take nore tinme to deal with.
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CHAI RVAN CERQUEI RA: So we want it to be

sort of isotope or technique specific training and
experience?

MR. HI CKEY: Yes.

CHAI RMAN CERQUEI RA: Ri char d?

DR VETTER John, howdo you reconcil e t hat
for alicensee who has not had gamma kni f e and nowt hey
are getting a gamma knife, and no one there has any
experience using the ganma knife?

MR H CKEY: Well, they bring peopleinthat
had training fromanother facility, either fromthe
vendor or another facility, | mean is what |I've been
told. But that's part of, if that's not practical that's
part of what we woul d have to consider.

DR. VETTER: No, that is in fact what
happens.

MR. HI CKEY: Right.

DR. VETTER: So they do get the training?

MR. HI CKEY: Yes.

DR. WLLIAMSON: They get sone training.

MR. HI CKEY: Right. They gain nost of it by
experience sothey get the training oncethe deviceis on
site.

DR. WLLIAMSON: But | think the flip side
of this, theconcernisthat if youonly get peopl et hat
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have t hat ki nd of training and not t he broader base of
know edge and experi ence provi ded by board certification,
what you' ve done real ly i s undercut the quality of what
goes in the --

MR. HI CKEY: Yes, | understand.

DR. WLLI AMSON: This is the problemt hat
sonehowi f you di scourage or create a di sincentiveto
have t he broader and nore i nportant credential, you are
not serving public health.

MR. H CKEY: | understand that. M/ own view
is that people will still get certified and if they
needed to get additional trainingthey woulddoit. I
don't think they woul d say | don't want to get certified
because of what NRC says. But | understand that that's
a concern and it's reasonable to raise that with the
conmmi ssi on.

CHAI RMVAN CERQUEI RA:  Yes. Subir?

DR. NAG | think that the sanme thi ng again
or as an oncol ogist, if I never had t he ganma kni fe and
| " mboard certified, when| get the gamma kni fe or when
our departnment got the gamma knife, | still don't treat
on the gamma knife unless | go through a separate
training onthe gamma knife. And evenin that training
|"mstill not superb on the gamma knife until | start
working on it a few days.
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And eveninintravascul ar brachyt herapy, when you cane
fromone i ntravascul ar systemto the ot her, the training
was entirely different. So just because you' ve been
qualified for intravascul ar doesn't nmean t hat you are
goi ng t o know ever yt hi ng about anot her systemthat is
i ntravascul ar but using different equipnent.

DR. WLLIAVSON: Well this alsogets back to
-- that's all correct | believe and this gets backto
the issue of risk informed and performance based
regul ation that, you know, to think you through your
criteriahaveidentifiedareasonably conpetent body of
professionals to do the procedures, you rely on
essentially their | evel of professionalism training and
experience to be able to nmeet the broad safety

performance targets that are laid out inthe regul ations.

CHAI RVAN CERQUEI RA: Ckay. | thinkthisis
a point that you can bringup and ' msure that they'l|
have di scussi ons, but | think they may not understand al |
t he background in this and you may want to go into a
l[ittle bit of basic --

All right, shall we go onto Dick for the
| ast portion of it, but we'll try to finish by one
o' cl ock which wi Il give us an hour for | unch and t o nake
it over to the neeting. Dick?
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DR. VETTER: The point | wanted to make i s

that it certainly was uni ntended, but the proposed Part
35 actually exacerbates the probl emof a shortage of
avai | abl e, potential avail abl e RSOs.

And | wantedto reviewthe current Part 35
inwhichit details howa person m ght be qualifiedas a
Radi ati on Safety Officer, or approved as a Radi ati on
Safety Oficer for anedical |icensee. Andin fact there
is an alternate pathway. One pathway is to be certified
by a board froma |l i st of pre-approved boards, which are
actually published in the regul ati ons.

The ot her pathway i s to neet sone specific
training requirements that are detailed in the
regul ati ons and have one year of experience under the
supervi sion of a Radiation Safety Officer.

Inthe slidethree, the proposed regul ati on,
a Radi ation Safety O ficer, or a person may be approved
as a Radiation Safety Oficer if they arecertifiedby a
specialty board or if they have trai ning requirenents.
But inreality thereis no alternate pat hway because t he
certification process requires the boardto have adopt ed
the training requirenents and preceptorship. Sothereis
no al t ernat e pat hway. You nust neets Parts B and Cno
mat t er what, whether you're certified or not.

And in fact none of the boards that |'m
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aware of specifically do have entered in their
qual i ficationrequirenents the specific hours of training
that are specifiedin the regulations. Rather, they
require degrees in physics or nedical physics or
what ever. And they require several years of experience,
not one year in a preceptorship but several years
experience.

So what ' s t he probl emhere? Well, in fact
a medi cal licensee under the newregul ati on a nedi cal
i censee would not be allowed to hire a certified
Radi ati on Safety O ficer who had many years of experi ence
wor ki ng as a consul tant to hospitals, because in fact
t hat person never served a preceptorship. And, in fact,
the person may not even have the specific training
requi renents that are outlinedin Parts Band C, even
t hough t hat person had a master's degree or Ph. D degree
in medi cal physics or health physics or sonething.

Wel |, the uni ntended consequences of this
are actual ly an i ncreased burden on the NRC st af f because
for any Radi ati on Safety O fi cer, because none of the
boards neet the specific trainingrequirenments, the staff
wi || actually have to |l ook at the specific training hours
t hat each candi date has when they fill out their
appl i cati on.

As nmentioned under Dr. WIIlianson's
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presentation, this does margi nalize board certification,
that is for purposes of becom ng a Radi ation Safety
Oficer at a nmedical facility you don't need to be
certifiedandit doesn't helpto be certifiedfor that
narrow pur pose.

I't al so does underm ne an effective industry
standard i n whi ch there are several boards whose sol e
purpose in life is to raise the credentials and
conpet enci es of those who practice as radi ati on safety
of ficers and t hose boards basically don't servearolein
this process.

Renedi es. Again, | realizeinterns of the
regulatory infrastructurethisis aproblem but short
termsinply accept health physics certification by
several different boards. Here are the ones that I'm
awar e of that offer certificationin health physics. In
| ong termthere sinply needs to be rul e maki ng t hat woul d
fix this problemspecifically changingthe andto an or
under 35. 50b.

CHAI RVAN CERQUEI RA: - - your back up sli des.

MR. LIETO. | was going to say in your
remedi es, Dick, would it be appropriate to state
accepting certifications in those boards plus a
document ed preceptorship of experience?

DR. VETTER: No, ny point is the boards
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already require youto havel think the m ninmum if you
have a Ph. Dyou only need four years experience, that's
already required in the board process.

MS. MCBURNEY: And the ethics?

DR. VETTER: Yes, they all have ethic
statenments that you shall not practice in an areain
whi ch you are not certified.

MR. LIETO.  Not conpetent?

DR. VETTER: Not conpetent, yes, not
conpetent. Thank you, that's a better way to put it.

CHAI RVAN CERQUEI RA:  Now t he conmi ssi oners,
if 1l werethe conm ssioners | woul d cone back and say,
you know, you' ve just detailedthis four year process of
revising Part 35, you' ve had all those neetings that were
sort of listed at the begi nning, why didn't we catchthis
sooner ?

M5. MCBURNEY: This | think was brought up.

CHAI RVAN CERQUEI RA: But did, was it just
failed to be changed?

DR. VETTER The and or, | don't believe, |
wasn't onthe ACMJl at thetine but | don't believethe
and or canme to this group. For a radiation safety
of ficer.

CHAI RMVAN CERQUEI RA:  Ri ght.
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DR. VETTER: | think the i ssue that was

di scussed bef ore ACMUI was t he accreditati on process
wher e NRC woul d accredit boards. And at one tinme they
wer e t al ki ng about an examand | believe they cane to
realize that this would be a burden for the NRCto go out
and accredit these boards and so they wanted to turn that
around, make t he board accountabl e for neeting certain
m ni mum requi renents.

And t he easy way to do that was to change
that or to an and, because t hat woul d put everybody on a
| evel playing field. That's the m ninmm

The point that I|'mnmakingis that a master's
or a Ph.Din heal th physics, sorry, the point I' mnmaki ng
is to pass one of these exans, a board certification
exam denonstrates that you understand naterial, whereas
goi ng to 200 hours of training, you may not understand
anyt hi ng when you're donewiththat. No, really. | nean
we' ve heard horror stories of people going to these
wonder courses and they get their certificate, not
poi nting any fingers, but they get their certificate and
t hey neet the requirenents. They have not denonstrated
any conpetence by going to those trainings, whereas
sittinginonaboard, those of you who have t aken even
part 1 of Heal th Physics or American Board of Health
Physi cs, you knowyou have to understand t he materi al
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pretty well.

DR. W LLIAVMSON: Nowthe failurerateis
qui te high for the Aneri can Board of Radi ol ogy as wel |,
especiallytheoral. Andl believeit'sfair tosaythis
comm ttee through the entire process was agai nst the i dea
of i ndependent NRC adm ni st ered exans, and for the i dea
of recogni zi ng board certification as evidence for being
qualifiedto practiceinthese categories period w thout
qual ification. That has al ways been the case.

DR VETTER Nowone thing | don't think any
of us wants to do is point the finger at anybody for
havi ng made an error, whether it's the NRC or this
comrittee or whonmever. The point is herewe are, we're
inapickle, andit's goingto exacerbate the shortage of
candi dates for radiation safety officers at nedical
facilities inthe com ng years because there's a shortage
of health physicists period.

And 1" mnot suggesting that we | ower our
standards. |'msuggesting that there are many peopl e out
there who are qualifiedto beradiation safety officers
but who will not qualify under the new rule.

DR. W LLI AVSON: And t he peopl e who qual i fy
under the newrul e, since board certificationwon't be
t here as even an al ternative pat hway, are | ess qualified
t han the di pl omates of these boards.
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DR. DI AMOND: But again that raises the

i ssue how do we renedy this? W've said in the past
several times good gui dance does not make up for bad
regul ati ons.

DR. WLLIAVSON: Rule makinginitiativeto
make a new rul e.

DR. VETTER. U timately, that's what needs
to be done.

DR WLLIAVBON: | think we need to kick the
ball off and do that.

CHAI RMAN CERQUEI RA:  Wel | that may be t he
message. But it'stakenfiveyears for this or | onger.
John, is there anot her solution? | mean can't we j ust
say we nmade a m st ake?

MR. H CKEY: Well, regardl ess of that there
still woul d be rul e maki ng required, but as | say there's
t he substantive i ssue of the training or experience of
some sort inacertainnodality, whether that's goingto
be requi red or whet her you woul d accept generic. | nean
you can be certified by the Anerican Board of Heal th
Physics wi t hout ever having worked wi th radi oactive
mat eri al for exanpl e.

I s that going to be acceptable? Soit's not
just asinple matter of fixing, you know, typographi cal
errors or sonething like that.
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CHAI RVAN CERQUEI RA: | understand. And

certainly with you know sone of the ot her boards t hat
have been | ooked at, | nmean some of them| know have
changed their requi renments so t hat peopl e who sit for the
boards woul d be required to have a certai n amount of
t rai ni ng and experience. |s that sonethingthe boards
could do?

DR. WLLIAVMSON: Well, it's not practical
for Cobalt 60 tel et herapy and stereotactic because t here
aren't enough facilities to guarantee everybody has it.

MR. HI CKEY: It was not our intent that the
board have t o change their process. That definitely was
not theintent. Andthat againis adifficult process,
just as NRC' s rule making is a difficult process.

MS. HOBSON: |s the current rule making
process so absol utely set in cenent, in concrete nowt hat
i f you extended, say, the publication date there would
not be a chance to go back and revisit these two i ssues?
| nmean are we too far al ong that we sinply can't nake a
change?

DR. VETTER: My inpressionisthat it's a
done deal and we have to make a new rul e nmaki ng after
thisisinplenented. Nowthat could be donein, | don't
know, a reasonably short period of ti nme whatever that is,
one or two years. But it is a done deal.
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MR. LIETO | have a question. | neanlet's
say recogni zing this, could either through a petition
and/ or staff devel opnment of a revised rul e regarding
t hese sections, couldn't that go out for conment? And
potentially be reviewed and approved by the
i npl enment ati on date of the Part 35 as a whol e? After
publication of the Part 35?

MR. HICKEY: | can't rule that out. That
woul d be unusual to do sonet hing |ike that that quick but
| can't rule out that that could be done.

CHAI RMAN CERQUEI RA:  Again, | think the
comm ssi on was agai nst partial inplenentation as had been
request ed by several groups, and | think this would be
just be another sort of scenario.

DR WLLIAVBON: | don't thinkit's amatter
of being for or against it. | don't think there's a
mechani smthat would allow it to happen.

MS. MCBURNEY: Not in six nonths.

DR. WLLIAMSON: If you ripped out 35 100
there wouldn't be a coherent rule, it would not be
i mpl ement abl e.

CHAI RMAN CERQUEI RA:  And | guess getting
back to your question, | think there's enough
i nprovenment s and changes and what' s been done al r eady
that to delay that further may, certainly for some of the
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st akehol ders, cause nore hardshi p and probl ens. And
maybe trying to get this thing i npl enented and t hen
deal ing with sone of these i ssues, sone of these things
| think sone of the other conpl aints can be dealt within
terms of the gui dance docunents. But sone of these are
nore substantive and they basically would need new
regul ations. And | think that woul d take a nuch | onger
time.

DR. VETTER: Just one --

CHAI RMAN CERQUEI RA:  Yes, Dick?

DR VETTER Just to add sonet hing t hat John
Hi ckey sai d a nonent ago about denonstrati ng experience
working with certain nodalities. As Jeff nentioned,
there's only a certain nunber of gamma knifes for
instance inthe country. W happento have one where |
work. |If we wanted to hire, under the newrul es or new
thinking there, if wewantedto hire aradiation safety
of fi cer fromanot her broad scope nedi cal |icensee who had
everyt hi ng except a gamma kni fe, woul d t hat person not be
qual ified then?

MR, HI CKEY: Not necessarily. W haveto go
innmore detail. The words for nedi cal physicists are
different thanthe words for RSOare different thanthe
wor ds for authorized user, and each one has their own
nuances. The nost obvi ous problemis wi th the nmedical
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physi ci sts and t he RSOwor di ng. But t he RSOwor di ng does
not say t hat you have to have experience i n i ndi vi dual
modal ities. It says you have to have experience at a
medi cal facility, whereas the therapy physici st says you
have to have to experience in the nodalities.

CHAl RVAN CERQUEI RA: Ckay. Well I1'dliketo
t hank t he comm ttee nenbers for working onthe slides.
| think we've gotten sonme hel pful input and so John?

MR H CKEY: W apol ogi ze that the conmttee
was rushed in preparing for this nmeeting and we
appreciate the effort that goesintothat. And I would
al so note that the comm ssion generally starts their
meetings onthedot. Sol wouldtry to get there about
ten or 15 mnutes early, particularly if you're a
speaker, to nake sure you' re oriented and situat ed when
the neeting starts.

MS. WLLI AMSON: | have an admi ni strative
announcenent before everyone | eaves.

MR. HI CKEY: Are we done, Dr. Cerqueira?

CHAI RMAN CERQUEI RA:  We are done, yes.

M5. WLLI AVMBON:  Very qui ckly, for the ACMI
menber s, anything that you want, that you think you're
goi ng to need at the conmi ssion briefing as far as your
bri efi ng books and your personal itens, take those with
you to lunch and take themwi th you to the briefing room

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

77

For anyone el se who does not have, it | ooks
like all the comm ttee nenbers have, well |'msorry, at
| east one conm ttee nenber doesn't have an NRC badge and
al so thi s announcenent is for nmenbers of the public. |
need you to neet me down i n the | obby of this building,
Two White Flint, at 1:30 so that | can escort you en
masse over to the other building. You will not be
all owed to wal k wi thout an escort.

That doesn't give you very nuch tinme for
lunch so | highly suggest that i f you want to eat that
you just go down to the cafeteriainthis buildingto

eat. And I'Ill nmeet you down in thelobby area at 1: 30.

And al so for the ACMUI nenbers, if you'll
hol d tight just for a second |I'll give youthe | atest
iteration of the agenda.

(Wher eupon, the above-entitled

matter went off the record at 1:02 p.m)
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