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UNI TED STATES OF AMERI CA
NUCLEAR REGULATORY COVM SSI ON
+ + + +
PUBLI C MEETI NG / ROUNDTABLE DI SCUSSI ON
+ + + +
DEVELOPMENT OF PROPCSED RULE TO AVEND
TRAI NI NG AND EXPERI ENCE CRI TERIA I N 10 CFR PART 35
FOR

RECOGNI TI ON OF SPECI ALTY BOARD CERTI FI CATI ONS

+ + + +
TUESDAY,
MAY 20, 2003
+ + + +

The Meeting commenced at 8:30 a.m, in
Room 01F16, One Wiite Flint North, 11545 Rockville
Pi ke, Rockville, Maryland, Roger W Broseus,

Rul emaki ng Proj ect Manager, presiding.

PRESENT:

ROGER W BROSEUS NRC/ NMBS/ | MNS

HOWARD DI CKSON Anerican Board of Health
Physi cs

Rl CHARD FEI JKA Speci al Board on Nucl ear
Phar macy, Board of
Phar maceuti cal Specialties

W LLI AM HENDEE Aneri can Board of Radi ol ogy
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PRESENT ( Conti nued) :

PATRI Cl A K. HOLAHAN

ALAN MAUER

ARVANDO RAM REZ

GARY SAYED

W LLI AM VAN DECKER

KENNETH VANEK

SANDRA L. WASTLER

ALSO PRESENT:

LYNNE A. FAI ROBENT

WLLIAM R UFFELVAN

JAMES M HEVEZ|

NRC/ NMSS/ Deputy Director,
| MNS

Anerican Board of Nucl ear
Medi ci ne

Aneri can Osteopathic Board
of Nucl ear Medi ci ne
Anerican Board of Science
in Nucl ear Medicine
Certification Board of
Nucl ear Cardi ol ogy
Anerican Board of Medi cal
Physi cs

NRC, Facilitator

Anerican Col | ege of
Radi ol ogy

Soci ety of Nucl ear Medi cine
Cancer Therapy and Research

Cent er
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P-ROGEEDI-NGS
(8:36 a.m)

MR, BROSEUS:. There are a coupl e of
peopl e, Kathy Pryor and Dr. Van Decker, who haven’t
arrived yet, but we need to proceed so we can stay
as close as we can to the schedul e this norning.

Patricia Hol ahan, the Deputy Director of
our Division of Industrial Medical Nuclear Safety,
is going to welconme us this norning.

M5. HOLAHAN: Well, welcome. | trust
that 1’ve wal ked around and net everybody
personally. | don’t think I net you, but --

MR. HENDEE: |I'mBill Hendee fromthe
Anerican Board of Radi ol ogy.

M5. HOLAHAN: Yeah. But we're really
gl ad you could be here, and we think it’s going to
be good to get your insights directly on the
proposed rule as we develop it.

The purpose of the neeting is to
obvi ously get early involvenent of the stakehol ders,
i.e., the boards, to provide input on the proposed
rul emaki ng to change the training and experience
requi rements for recognition and certifications of
speci alty boards under 10 CFR, Part 35.

And as background, the ACMJ originally
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identified the problemin the Conm ssion briefing

| ast February of 2002, and Part 35 was published in
April of 2002, retaining Subpart J to allow the
boards sufficient tine or us to develop a rule to
all ow the boards for recognition to devel op new
opti ons.

The ACMUI spent considerable tine, and |
believe they met with all of you as part of their
subconmm ttee on devel opi ng recomendations to
devel op new criteria during the summer and the fal
of 2002, and the staff is now noving forward on the
proposed rul e based on Comm ssion direction in the
SRM and the SRM was issued February 12th, 2003, and
t hey approved Option 3, which was basically the
ACMJI recommendati ons.

The exception was that the rule would
have to -- the rule would all ow boards to be
recogni zed on the Wb site, and al so there was an
issue with the preceptor statenent. They felt that
they wanted the preceptor statenent as it was
witten in the original Part 35.

So the focus of the neeting, again, is
on the T&E criteria and recognition of the boards,
and we encourage participation fromall of you so

the staff may benefit fromthe know edge of the

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

boards i n devel oping a sound and effective rule.

Simlarly, we had public neetings |ast
year on the guidance, and they were well| received,
and Alan was there, and | think Dr. Van Decker was
there, but it resulted in significant changes in the
| i censi ng gui dance.

So anyway, | thank you all for your
participation and your effort. So we’'re | ooking
forward to having informed opinions, and I'll turn
it over to Roger now.

MR, BROSEUS: Thank you, Tri sh.

| plan to go around the table and |et
everybody introduce thenselves, but 1’mgoing to
hold off for a couple of mnutes to see if a couple

of stragglers cone in.

Let me introduce nmyself. |’ m Roger
Broseus. | work in the Rul emaki ng and Gui dance
Branch. | amthe project manager for this

rul emaki ng.

|"ve been at the NRC for it will be
three years on Menorial Day, ha-ha, and before that
| had a long career working in the bionmedical field
as a health physicist, 28 years at the National
Institutes of Health, and | supported our Radiation

Safety Committee, anongst nany other activities in

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

Radi ati on Safety Branch there.

So I'mquite famliar with many of the
i ssues that cone up, but I want to al so thank you
all for being here because sonme of you canme from
guite some distance, and | appreciate -- are you not
pi cking me up properly? Ckay.

| want to thank you all for taking the
time to come and cover a couple of admi nistrative
items, too. W have public neeting feedback forns
over on the table here, along with sone ot her
handouts. Menbers of the public who are here today
are welconme to fill these out and send them back in
if you w sh.

W would |i ke to have nenbers of the
public sign in. W have a neeting attendance sheet
over on the side, and we' ||l keep one up here
somepl ace, and the handouts, as | said.

| think we’ll just go ahead and go
around the table now. 1’ve introduced nyself.

You know Tri sh

Sandy Wastler. Go ahead, Sandy.

I ntroduce yourself and we’ll just nove around.

M5. WASTLER: All right. [|'m Sandra
Wastler. |'m Chief of the Rul emaki ng and Gui dance
Branch, Section A, and unlike Trish and Roger, |’ ve
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been in this position six nonths; been with the
agency for 28 years; got a broad spectrum of
background fromreactors, uraniumrecovery, but this
is a newera for me as far as being involved in the
health field.

So | want to again extend a welconme to
everyone, and thank you for com ng.

MR RAM REZ: |'’m Armando Ramirez from
t he Anerican Osteopathic Board of Nucl ear Medi ci ne.

MR. BROSEUS: W need to nmake sure
everybody has their button down so that the red
shows so that we pick you up for the transcriptions.

MR. RAM REZ: Thank you.

Armando Ramirez for the Anerican
Ost eopat hi ¢ Board of Nucl ear Medi ci ne.

MR. BROSEUS: Could you also -- excuse
me for interrupting you -- could you also tell us
where you're fromand a little bit about yourself so
that we’ll have a little nore context?

MR. RAM REZ: Qur specialty board is
headquartered in Chicago, and we’'re a small board,
but neverthel ess our nenbers are interested in
mai ntaining its recognition by the NRC

Thank you.

MR. SAYED: |’'m Gary Sayed fromthe
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Anerican Board of Science in Nuclear Medicine. [|I’'m
the Dean of the College of Health Sciences and

prof essor of radiology at Drew UCLA Medi cal Schoo
in Los Angel es.

MR. MAUER |’ m Al an Mauer here
representing the Anerican Board of Nucl ear Medicine.
| was here a year ago as President of the Society of
Nucl ear Medicine. So | have been involved with the
NRC in reviewi ng the new Part 35 now for al nost two
years, both fromthe regulations and the T&E
portion, but I’mhere primarily representing the
board as a nmenber of the board today.

|"’m Director of Nucl ear Medicine at
Tenpl e University Hospital in Philadel phia.

MR HENDEE: |I'mBill Hendee. |’'mhere
representing the American Board of Radi ol ogy for
which | serve as president for a two-year term at
the current tine. |’'malso Senior Associate Dean
and Vice President and Dean of the G aduate School
of Bi omedi cal Sciences at the Medical College of
Wsconsin in M| waukee, and all of the radiation
safety responsibilities fall under ny jurisdiction
t here, and they have.

" ma nenber of the American Board of

Heal th Physics and all those other things that you
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all know so wel | .

MR FEIJKA: |I'mRich Feijka. |
represent the Board of Pharmaceutical Specialties,
and currently serve as the chair of the Nuclear
Phar macy Specialty Council within the BPS.

" ma practicing nucl ear pharmacist. |
work down the street at NIH and have been there for
22 years. |I'mfamliar with Roger because we work
together, and NIH, and I'’m here to provide direction
and input fromthe nucl ear pharmacy group.

MR. VANEK: My name is Ken Vanek. 1’'m
representing the Anerican Board of Medical Physics
and al so as a previous chair of the Anmerican Coll ege
of Medical Physics. |’mhere for them too.

|"mcurrently the Associ ate Chairman of
t he Departnent of Radiation Oncol ogy at the Medi cal
Uni versity of South Caroli na.

MR, BROSEUS: |1'd also like to recognize
t he nenbers of the working group who are doing this.

Sally Merchant is in the back. She’'s
with the Ofice of Enforcenent.

Susan Shedakel (phonetic) -- raise your
hand so everybody can see you, Susan. You're short
-- is from OCC.

David Walter is here from Al abama. He
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is also a nmenber of the working group representing
agreenment state interests.

There are a couple of people who aren’t
here at the neeting right now. John Zabkos
(phonetic) fromour Ofice of State and Tri bal
Prograns. Betty Golden and Beth St. Mary represent
sone of our administrative and Information O fice
peopl e.

A coupl e of adm nistrative things.
Because of the security here, sonetinmes you hit a
couple of walls comng in, but | have been told by
our security people that we will be able to
circulate here on the ground floor. So there's a
little snack bar next door called the NUREG Caf e,
appropriately named.

(Laughter.)

MR. BROSEUS: And nen’s and | adi es’
roons are right out here also. There's a cafeteria
on the other end of the building which I’mtold you
can go to when we break at the end of the neeting
t oday.

Sandy, you have a couple of conments
that you want to nake a our facilitator.

M5. WASTLER: Right. Roger has asked

that | help facilitate the neeting today. So | just
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wanted to run through a couple of ground rul es just
to make this as effective and efficient as we can
and nmake the nost of the time that we have this
nor ni ng.

Qoviously the first thing that we want
to do is start on tinme and stop on tine. So we want
totry to keep to the agenda. Obviously keep to the
pur pose of the neeting, as has been discussed by
bot h Roger and Dr. Hol ahan.

And with regard to the open di scussions
that will start at 9:45 and at 10:50 today, we want
totry to provide everybody an opportunity to have a
-- you know, provide their input because we’'re very
interested in what you have to say, but we al so have
to bal ance that against the time that we have
avai | abl e.

There will be additional opportunities,
as you all know, to coment during the proposed rule
stage, and at the end of the neeting we do have an
opportunity for audi ence or public coments that
wi || happen around 11: 30.

And as has been noted, we have a
transcriber here. So if you could, you know, try to
make sure that you have your speakers on, and if you

can, say your name before you launch into your
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comments. It makes it easier for the transcriber in
the [ ong run.

And |'d just say that if you, you know,
as we open the discussions, if you have a question
or want to make a comment, you can just sit
somet hi ng, you know, your nane tent, on end, and
we'll try to-- 1 will try to call folks as you’ ve
done that. | make ny best effort to do that.

But we want to give everybody an
opportunity to provide coment to us, but we al so
understand that there’s other neetings today. ACMJ
is going on starting at one o' clock. So it’s really
i nperative, | think, that we try to keep to the
schedul e and make the best use of our tinme.

So t hank you.

MR BROSEUS: |1'd like to proceed with
the presentation to give you all sone background
bef ore we | aunch into discussion, but before | do
that, | want to reenphasize what Trish and Sandy
have said, and that is that we’'re here to get your
i nput early on in this proposed rul emaking. M ears
are wi de open, and |’ m dedicated to having this cone
out to be the best possible rule, making sure
st akehol der interests are bal anced, and so on.

|’ve | earned, by the way, at the NRC
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that as an internal stakehol der the things don't
al ways cone out the way I want themto be, but we're
going to try to make the best rul e possible.

Let’s go on to the next slide, please.

" mgoing to go through and redefine the
problemhere a little bit. Trish touched on this,
but | think that it’s useful for people to know what
the history is on this.

Part 35 is schedul ed for publication in
the spring of 2002 as a mmjor revision of the
medical licensing rule. This is the rule that the
NRC exercises its licensing authority over the use
of byproduct materials in nedicine.

In February of 2002, ACMJ identified
before the Conm ssion in a briefing a problem and
that is that the specialty boards, who certify
aut horized users, radiation safety officers,
aut hori ze nucl ear physicists, authorize nedical
physicists -- did | say it twice? -- nuclear
pharmaci sts and nedi cal physicists, okay, many or
nost of them wouldn’t nmeet what was in the rule.

And so this concern and some ot her
concerns, but primarily this concern, led to the
reinsertion into Part 35 of Subpart J and which

boards continued to be recognized in the rule.

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

15

Next slide, please.

M5. HOLAHAN: Copi es are being nade for
all of the people around the table or around the
room of the slides.

MR. BROSEUS: Sorry not to have those
this norning. | was kind of putting things together
at the last mnute here.

Ckay. So subpart J was retained in the
rule effective through Cctober 24, 2004.

The Conmi ssion also directed staff to
work with ACMJ to cone up with a solution to the
problem ACMJ put together a subcommttee and
devel oped proposed rule text and other material to
solve the problem and this material was presented
to the Conm ssion in a SECY paper |ast year in the
fall with three options.

And the three options, the first one |
woul d call a non-option. That was to | eave things
in the status quo, and of course, that continued the
obvi ous probl ens we see.

The second one was options devel oped by
ACMUI whi ch included sone proposed rule text to set
forth criteria for recognition of boards and sone
ot her matters.

The third option that went to the
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Conmi ssion was essentially the second option, with
the addition by staff of recomendi ng that

recogni zed boards be listed on NRC s Wb site rather
than explicitly in a rule.

Now, this had several advantages. One
of themwas you don’t have to change the rule every
time you list the board.

The Commi ssion accepted the third option
and communi cated in a staff requirenments nmeno, SRM
SRM 02- 0194, which we have on the slide, and that’s
where we’'re at today. W’'re working with the SRM
the direction to staff, to develop a proposed rule.

The SRM -- next slide, please -- the SRM
directed the staff to nodify T&E requirenents,
training and experience requirenents, in a proposed
rul e based on ACMJI’'s reconmendati ons.

As | nentioned a nonent ago, the SRM
al so said we should list boards on a Wb site, not
inthe rule. Also, direction to the staff: keep
the preceptor statenent as witten in the current
rule, but clarify it to indicate that the
attestation in the preceptor statenent was not an
attestation of clinical conpetency, but required
that this attestation be sufficient to denonstrate

that a candidate for RSO AU, whatever had
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sufficient know edge to fulfill the duties for the
position for which the certification was sought.

Now, some of these clarifying statements
that | just nmentioned and other matters, the staff
approach to this is not to put theminto rule text,
but to have themin supplenentary information, which
wi Il be published with a proposed and final rule.

When a rule is published, there’s sort
of what | call a preanble, which gives sone
background on the rule, and so on, but there' s also
t he di scussion of the rationale for the rule, and
many times discussion of howa rule will be
i mpl enented. And this is where we expect to see the
clarifications about the preceptor statenent, in the
suppl ementary i nformati on that acconpani es the rule.

Next slide, please.

Sone of the key points in the SRM were
to require a clear regulatory determ nation that al
boards neet the criteria that is the criteria set
forth in the rule; that we should provide
i mpl enenting procedures for addition to or renoval
of boards fromour list; and if a board is to be de-
listed, taken off the list, the staff is to exan ne
certain things to figure out, you know, why sonebody

shoul d or shouldn’t be on the list. GOkay?
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But one of the directions to the
Commi ssion is not to inspect the boards, but to do
such things as nonitor trends in nedical events and
see if there’s an association between a board
certification process or whatever and maybe a root
cause for a nedical event.

W' re going to talk a little bit nore
about the inplenentation later, but this is one of
the areas where we're especially interested in
testing your input on the inplenentation procedures
for listing and de-listing boards.

Next slide, please.

W' re now drafting a proposed rule, and
t he approach of the working group is to use the
reconmendati ons of ACMJl in Attachnent 2 to the SECY
paper. This is the options paper that went forward
to the Conmission, and there is a copy of this
avail able. Most of you probably have this already.
It | ooks like this.

| don't think it’s particularly useful
to dig it out right now and go through it and read
it, but in this Attachnent 2 has sone rational e of
ACMUI for where the proposed rule should go, al ong
with sone draft rule text.

The Conmission and -- I'’msorry -- ACMJ
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indicated that they felt that this draft rule test
t hat used should serve as a starting point, but the
wor ki ng group was | ooking very closely at the rule
text and incorporating as much as possi bl e, making
changes as appropri ate.

In the staff’s evaluation, we're finding
a need for sone wordi ng changes. W’ve al so
identified a potential need for a change in the
recommendati on of ACMUI .

In sone of the recommendati ons i n what

I’1l call the alternate pathway, |’m going to use
some term nol ogy today to kind of nmake things -- how
shall | say? -- to categorize the two types of

training and experience requirements.

We have board certifications, and then
what’s in the existing rule now that’s not the
board’s certification pathway, which I wll for
conveni ence sake termthe alternate pathway.

ACMJI made sone recommendations in the
rule text for changes in the text in the alternate
pat hway, and the staff is |ooking at that pathway,
too, the reconmendati ons of ACMJ and the |anguage
that's there, and we have sone suggestions for
changes to ACMJI’'s reconmendations in that area

al so.
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One of the things ACMJ reconmended in

their discussion at the beginning of Attachnent 2
and was reflected in their rule text was inclusion
of what | would call sone experiential requirenents
for various classes of authorizations in radiation
safety officers and so on

The idea is that when a person is
com ng on board as an RSO or nedi cal physicist or
what ever, they shoul d have sone training and
experience in the nodalities that a particular
| i censee woul d be using, and an exanpl e of where
this comes inis in 35.390, in their
recommendat i ons.

And | ater on when you' re looking at this
and 390 in particular, this is their |ast paragraph,
little Din parentheses, and when we get into
witing the proposed rule, which we’re working on
now, our numnbering systemw || be sonewhat different
fromwhat ACMJ had, but I'd like to nmake sure
you' re aware that when we are plow ng through the
proposed rule, we're trying to be sure to refl ect
the intent of ACMJl in what we're witing.

Next slide, please.

ACMJ in their recomendations, and |’ ||

call it in the alternate pathway, in Sections 490
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and 690, added what 1'Il call a residency board as
an approving entity. |It’'s the Royal College of
Physi ci ans and Surgeons of Canada. This is added
to the list of approving entities for recognition of
resi dency training prograns.

W are | ooking in the working group to
establish a basis for adding that board. W need to
have a basis, we feel, which we would probably put
in our supplenentary information for that.

So if there are any of the board nenbers
that are here that are aware of an appropriate basis
for listing or not listing, that m ght be a topic of
di scussi on t oday.

MR. HENDEE: Well, can | just interrupt
for one nonent?

MR. BROSEUS: Yeah.

MR. HENDEE: Just a point of
clarification.

MR. BROSEUS: Yeah.

MR. HENDEE: An organi zation or entity
t hat approves the residency programis not
necessarily the sane as a board that certifies
individuals in the practice of a specialty. Are you
maki ng a di stinction here?

You can cone back to this if you want.
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MR. BROSEUS: Yeah, let’s hold the

guestion until we get into the discussion.

MR. HENDEE: Ckay.

MR. BROSEUS: Ckay. Thanks.

Next slide, please.

There are a couple of additions that the
staff was thinking about for the proposed rule,
addi ng to what ACMJ had proposed. | shouldn’t say
an addition on the first one. The first one we're
tal ki ng about the preceptor statenent.

The SRM required a preceptor statenent
for both pathways. They also said, "Don't rewite
the preceptor statenment.” It should be retained as
is in the rule.

The approach we are taking as staff
menbers in drafting the proposed rule is to take the
exi sting preceptor statenment for what | will call
the alternate pathway and using that for the pathway
for board certification. W can’'t use it literally
because there’'s sonme back references or cross-
ref erences and i nappropriate references in the
exi sting preceptor statenment for the alternate
pat hway that don’t quite fit, but we’ re keeping
| argely the | anguage and the intent.

The other point in ternms of | would call

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

23
this in addition to the ACMJ text is adding call it

an "or" to the board certification pathway. Loosely
termed, | see ACMJI's recommendati ons as
substituting an academ c plus experience as the
basis for board certification.

| " mgeneralizing to sinplify for a
monent .

The current rule says if a board neets
the training and experience requirenents in Part 35,
and there’s a whole |list of those, 700 hours of
training and so on; it’s essentially what we're
calling today for the sake of sinmplicity the
al ternat e pat hway.

If a board neets those, that’'s the basis
for approving certification being recognized.
ACMUI " s recommendation did not include that pathway.

One board is recogni zed now based on
that pathway. |It’s the cardiol ogy board.

Secondly, staff feels that if that
pat hway is appropriate now, it should be retained as
a mechani sm by which a board can be recogni zed.

That isn't to exclude what I’'Il call the acadenm c

pat hway. GCkay? It’s an "or" built into the board s

certification.

Ckay. So that’'s staff thinking, and |
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see your hand raising already, and maybe we can save
for discussion unless you have sonething you feel --

MR. MAUER  Well, one of my purposes --

MR. BROSEUS: Al an Mauer.

MR. MAUER  Yeah, this is Al an Mauer.
|’ msorry.

In sone of the docunents it has been
said that only one board has been recogni zed as
havi ng met the requirenents. One of ny purposes of
attending today is to try and get sonme clarification
because there was a | ot of confusion at the Anerican
Board of Nucl ear Medicine Ofice.

W have a letter to Dr. Van Heardon, who
was Chairman of the board in July 2001, from John
H ckey when the American board had witten and was
trying to clarify whether the ABNM woul d get the
dean status.

This letter from M. Hi ckey does say
that the American Board of Nucl ear Medici ne does
neet the requirenents, and it says, "After Part 35
is issued in final form we plan to list on our Wb
site the boards which have been recognized. W wll
include ABNM on that list."

There seens to have been sonehow |ists

dropped off the radar screen, and now that you're
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mentioning it, | was going to bring -- I’mnot sure
when it’'s appropriate, but as a part of today’s
nmeeting, | would like to get clarification to take
back to the board.

MR. BROSEUS: | don’t think we' re going
to be able to clarify it in the neeting today.
That's a surprise to nme. | wasn't aware of it, but
" msure that we can take this back as staff and
exam ne this.

MR. MAUER  Because there’'s a lot of
confusion at our board right now W have a letter
fromM. Hickey saying that we do neet the
requi rements, but everything that |’ ve been readi ng

and | just hear you saying is that there’ s only one.

Sol'dlike --

MR. BROSEUS: 1’|l take that back after
our neeting.

MR MAUER -- to get that clarified.

MR. BROSEUS: Trish is alert to it
al r eady.

MR. MAUER  yeah.

MR. BROSEUS: And we’'ll have to | ook at
it, but it’s not sonething we can resol ve today.
That’'s for sure.

MR. MAUER Ckay, and I’'ll show you a
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copy of that.
MR, BROSEUS: Thank you.
If we could nove on, so a nmjor point

here in this slide is that the staff feels that we

need to retain, and we put in I’'Il call it an "or,
the possibility that a board can be recogni zed or
certification recognized if they neet the existing
T&E requirenments in the alternate pathway.

Next slide, please.

|"mgetting into detail now. As we were
goi ng through ACMJI’ s recomrended rule text, we
found sonme additions and subtractions, and I'Il call
themat the wording level. One of themis in the
training and experience requirements for radiation
safety officers and 35. 350.

Staff has added in in the board’ s
certification pathway radi ati on dosinetry that was
mssing from-- | wuld say it wasn’t included. It
wasn’'t one of the criteria that ACMJ included in
t hei r wordi ng.

Li kewi se they had dropped radiation
dosimetry in 35.50(b)(1)(i)(E). | just love this,
you know. |I'mstill partly fromthe other side, and

we have one, two, three, four |levels down in the

par agraph nunbering system | used to admre people
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fromthe Nuclear Regul atory Comm ssion who coul d
cite these things fromnenory. It just awed nme in a
certain way that only Dilbert could appreciate.

But the point here is in the alternate
pat hway t he wordi ng of ACMJ dropped radiation
dosinetry as one of the training and experience
el ements, and staff feels that that’s an essentia
area of knowl edge for a health physicist, and so we
plugged it in also into the draft text that we're
wor king for the board certification pathway.

Al'so, in the alternate pathway, ACMJ
did not include the phrase | have here on the slide,
"permanent issue by a Conmi ssion master materials
license." This is if a radiation safety officer is
listed on this sort of license a pathway for
recognition of a RSO if they go on to anot her
facility, and I don’t think it was ACMJ’'s intent to
drop this pathway.

W' Il be talking with ACMJI, by the way,
about these things, too. So the staff is keeping
t hat phrase that was, | think, inadvertently dropped
by ACMUI .

Next slide, please.

Going to the next slide, we are | ooking

at the terminology in 35.51, and this is for
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certification of nedical physicists. The text of
ACMUI had radiation oncol ogy physics as an area of
training. Sone staff nenbers feel that nedica
physics is a nore general termand, therefore, may
be nore appropriate for use in rule | anguage.

Also |1’ve noted that the term nol ogy
"oncol ogy physics" seens to be tied somewhat to the
| anguage that certain boards use, but others don’t.
And so our feeling is that "medi cal physics" my be
a nore appropriate way of characterizing the
training that’s required for one to practice in this
particul ar area and becone an authorized nedi cal
physi ci st .

In 35.390, again, we’'re way down to the
detail level now |In one of the sub-sub-
subpar agraphs, ACMJ is tal king about the types of
adm ni strations of byproduct materials, IV or
orally, and they use the term nol ogy "therapeutic
guantities."

Thirty-five, three, ninety is talking
about in its rule adm nistrations for which a
witten directive is required, and staff feels that
quantities for which a witten directive is required
is better term nology than therapeutic quantities.

Therapeutic quantities actually we feel narrows the
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focus too nmuch at l|east by inplication using therapy
because there are other types of use than therapy
under 35. 390.

Next slide, please.

W' re fine tuning | anguage again. ACMJ
recommended using "performng quality control
procedures” rather than "calibrate" in various parts
of the rule when describing the T&E, the training
and experience, that an authorized user should have.
ACMUI specified changing "calibrate"” to "perform ng
guality control procedures” in sonme sections and
par agraphs, but not in others.

Staff agrees that this nore general term
i's appropriate because it’s nore enconpassi ng and we
feel that ACMJ nmade a good recommendation, but for
parallelismit should also be incorporated into uses
under 35.392 and 394.

Next slide, please.

Continuing with fine tuning of the
| anguage, in 35.490, ACMJ’s | anguage was tal king
about training experience in inventorying sources,
and the word "runni ng" was dropped, and staff feels
that "runni ng" should be retained as nore
meani ngf ul .

Here we’' re tal ki ng about brachyt herapy

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

30

sources and an annual inventory. 1t’s probably not
enough, and typically inventories are done on a
periodic basis. W feel that a running inventory
i mplies a continuous running inventory of sources
and accountability of sources so that running should
be retained in the rule.

Next slide, please.

That sort of covers the major and the
m nor or wording issues in rule text. Now we're
going into the nore general area of inplenentation,
and by inplementation we nean in this particul ar
context we wite into the rule criteria that boards
must neet to be recogni zed by the Nucl ear Regul atory
Commi ssion or an agreenent state, but how does that
happen? How does he get |listed on the Wb site?
How does the staff |ook at the criteria?

If there’s a reason to de-list the
board, how does that happen?

Ckay. So we have an outline of
i mpl enent ati on process that we in the working group
have devel oped, and, again, if you have coments on
this and we have tine set aside in the discussion, |
woul d appreci ate your feedback.

The thinking we have is the board woul d

submt an application of some sort, nmaybe a form of
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the check-off list, to the NRC. Staff evaluates
that, conpares it to requirenments in the rule, and
i f needed, consult with the Advisory Conmittee on
Medi cal Use of |sotopes during a process of listing
a board.

The working group feels there’s also a
need of sonme sort to maintain this list, and at the
very | east, boards should notify the NRC or the
agreenent state that recognized themif they have
changes in their requirements for certification.

|"mgoing to reflect back just for a
nmoment on the direction of the SRM and that was
that the NRC woul d not be expected to inspect
boar ds.

The de-listing process, renoval of a
board, how do we acconplish that? The SRMsaid to
staff, "Monitor medical events. |If problens
devel op, look for root causes if one of themis
related to" -- they didn’t say root causes. |’'m

interpreting that, but you know, |ook for the

reasons.

And if it’s tied to the certification
process or some inadequacy therein -- Bill, thank
you. Next slide. |1’mtalking ahead of the slides

here. W' re on de-listing now
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Look at nedical events. kay?

Al so, changes in board requirenments. |If
a board changes its processes or its requirenents,
such as they no |l onger neet the criteria in the
rule, their certifications logically should no
| onger be recogni zed.

W want to add one point here just to
flag it, and David will probably nove his head up in
anticipation on this. That is that the current rule
says boards recogni zed by the NRC or in an agreenent
state, and the staff doesn’t intend to change that.
And so when we’'re | ooking at the rule and so on, we
need to realize that agreenent states will also be
i nvol ved in the process.

In the process, one of the things that
we're looking at is listing on the NRCs Wb site a
little bit nmore information than just a board is
recogni zed. For exanple, what agreenent state
recogni zed the board; the length of time for which a
board certification is valid.

As a certified health physicist, ny
certification is good for four years. The training
and experience requirenents in Part 35 include a
recency of training, which is seven years, and so

when soneone is evaluating the training and
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experience of a person, |ooking at the board
certification, certification should be current, and
havi ng that information avail abl e woul d hopeful |y be
hel pful to peopl e.

Continuing on with the process for de-
listing -- next slide, please -- the de-listing
process, obviously we’d have NRC staff identifying a
potential problem Interact with the boards to give
t hem an opportunity to respond to findings by staff
of sone i nadequacy on the board s certification
process. NRC staff would then evaluate the
response.

Consult with ACMJ about the problens
identified by the staff, and if a decision is made
to de-list a board, to notify the Comm ssion of this
finding and notify the board of the NRC s
det erm nati on.

Next slide, please.

|’ ve covered the mgjor points that |
wanted to get at with regard to rule text, as well
as with regard to inplenentation, but let’s | ook at
where we go next.

We are now witing the proposed rule,
and we’'re getting your early input at this point to

make this as good as possible. After we finish the
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proposed rule, this will be distributed to agreenent
states for a 30-day comment period, which we
antici pate being in June.

These comments will cone back. W'l
review and prepare the final proposed rule. It wll
go forward to the Conm ssion in late July. The
Conmmi ssi on makes a decision. They send down
probably another SRM wi th maybe sone direction to
the staff |like we received for preparing the
proposed rul e.

Then we wi Il make any changes the
Conmmi ssion requires and publish the proposed rule in

the Federal Reqgister. And it will be there for a

75-day comment period. You all get a chance to
comment again, as well as everybody else in the
public.

After the end of the conment period, the
staff will analyze the coments, reconcile them put
theminto -- nake adjustments as appropriate in the
final rule, and we'll go forward with publishing a
final rule, and our goal is to have that final rule
in place before Subpart J expires in October of
2004.

In terms of getting input at this stage

now, the staff needs to get input quickly. [If you
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deci de you want to make an additional conments after
this nmeeting -- and |’ m addressing this especially
to nmenbers of the boards that are represented
here -- please get this back to us by May 30th
because we’ve got a really tight time schedule. You
can appreciate that, but it’s inportant that we get
this rule out so that it’s in place to solve the
probl em

Okay. That concludes ny slides. | want
to thank the person back in the booth for taking

care of the slides, and we can turn those off.

Thank you.
M5. WASTLER: | woul d point out, first
of all, that with regards to the coments and the

time frame, you know, should you have additiona
comments, we woul d encourage you to send them by E-
mail to us. At this particular stage, it is, |
think, nore efficient, and we don’t need to be quite
as formal as in the proposed rule.

So we can get you --

MR. BROSEUS: |[|f you have a coment,
send it to me, rwb@rc.gov.

M5. WASTLER: That’s rwbh@rc. gov.

MR, BROSEUS: Roger W Broseus.

M5. WASTLER:  All right. Wth that
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we're actually a little ahead of schedule. So we're
going to open it up. | think Roger has got the

di scussi ons broken up into two parts, talking this
norni ng until about 10:30 before break on the SRM
criteria for recognition, especially the didactic
training and experience, and tal k about

i mpl enentation later, but we'll kind of go through
and see how thi ngs devel op.

Wth that, M. Mauer.

MR. MAUER | had a question. Roger, in
your review towards the end there when you were
tal king about the de-listing process, you nentioned
about what’'s often referred to in medicine as
mai nt enance of conpetency or the recentness of
traini ng.

Were you indicating that you woul d
expect the boards to reevaluate the board certified
candi dates in terns of maintaining some form of
recertification process?

MR, BROSEUS: No.

MR MAUER O you actually will have
the boards recertify on a regular --

MR. BROSEUS: This is a responsibility
that rests with licensees basically to nake sure

that their radiation safety officer, authorized
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users, whoever have training that is recent. That’'s
a nore pervasive thing. That’'s not a burden on
boards, as | read it.

M5. HOLAHAN: And you asked about the
recentness of the board certification. | don't
think we’re going to ask the boards to recertify
unl ess sonething i s changed.

MR BROSEUS: |1'd like to keep any
i mpl ementation issues for later in the discussion if
we can. The first topic we have for participant
di scussion is Option 3, list boards on our Wb site.
| don’t see a need for a lot of discussion on this
because it’s sort of dictated in SRM and | think
the staff feels pretty strongly that that’s an
appropri ate one.

A lot of people, | feel, in the public
also think it’s a good idea to list themon the Wb
site, but are there any comments or questions or
issues with regard to listing boards on the Wb site
rather than rule text?

M5. WASTLER: Dr. Hendee?

MR. HENDEE: The response of the
Anerican Board of Radiology to that specific issue
is we're fine with that. [|f the NRC believes that

that’s the best way to | et people know that you
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recogni ze these boards as default pathways, we're
very confortable with that. W would support that,
putting themon the Wb site rather than buil ding
theminto the rule itself.

That’s not why | had ny card up

MR. BROSEUS: Wy do you have your card
up?

M5. WASTLER: That woul d be fine.

MR. HENDEE: | want to discuss -- | want
to give sonme clarity on exactly what does it take
for a board to be considered a default pathway to
recognition of any of the categories, radiation
safety officer, authorized user, authorized nedica
physi ci st, authorized nucl ear pharnmaci st because |
can’t tell fromreading this rule.

MR, BROSEUS: Ckay.

MR. HENDEE: Are you saying that for a
board to be recogni zed by the NRC as default pathway
the individuals who are certified by that board mnust
recei ve and you nust have sone docunentation that
they received all of the training, that they neet
all of the requirements that you list in the
alternate pathway for boards to be recogni zed?

" mtal ki ng about the ones that are

|isted here. In other words, for the Anerican Board
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of Radiology, let’s just take radiation safety
officer. For the Anerican Board of Radiology inits
certification process, to be recognized as a default
pat hway to radi ati on safety, does that nean that we
have to show that the board has to require
candi dates com ng into the board process to neet al
of the requirenments that you have |isted down here
as an alternate specialty board recognition: five
years of experience in health physics, a Bachelor’s
degree or a graduate degree, a witten statenent?

And does it also nean the they have to
have an educati onal programthat consists of 200
hours of didactic training?

So I'mtrying to understand --

MR. BROSEUS: To nmeke it a short and
sweet answer | think that gets at is that part
woul dn’t change actually. It’s a continuation of a
board -- this is staff thinking now, okay? -- that
woul d still exist, that is, that a board woul d neet
the existing criteria on the alternate pathway, all
of those that are I|isted.

W’ re not changing that, except with
some m nor wordi ng changes that ACMJ has
i ntroduced. So there would be two things that a

board could do to have its certification recognized.
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One would be to neet the criteria that
ACMUI has devel oped, and I'll | oosely termthat
substituting academ cs and ot her training and
experience for the long list in the alternate
pat hway, or the board could do what’s in the rule
now.

So the staff thinking is to preserve
what’'s there now, but allow a board also to do the
ot her pat hway, which ACMJI has devel oped. Now,

we’'re not really changing anything in that

particular "or" pathway. |s that getting at your --

MR. HENDEE: Well, we're getting there.

MR. BROSEUS: O are you asking how the
NRC woul d eval uate today the training and
experiential requirements for an RSO in that
al ternat e pat hway?

MR, HENDEE: |It’'s any of -- | nean, |
just chose the RSO W could tal k about any of the
ot her categori es.

| guess ny fundanmental question is this.
If, in fact, for a board to be recognized as a
default pathway by the NRC, that board has to
denonstrate that it neets all of the requirenents

that are otherwise |listed here for candi dates to be

recogni zed in these categories. Then what’s the
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poi nt of having the default pathway as a mechani sn®?

It’s perfunctory. It becones relatively
meani ngl ess because - -

MR, BROSEUS: Well, the advantage is
that an individual, who may want to be board
certified anyway, can get his or her certification
by that pathway. They don’t have to submt an
application to the NRC to review training and
experience, et cetera, and then the board
certification serves to establish the credentials of
t hat i ndi vi dual

Trish, did you have sonet hi ng you want ed
to add?

MR. HENDEE: Yeah, |’'mnot done with
this issue, but go ahead.

M5. HOLAHAN: Yeah, | think | understand
your question, and it’s asking is there anything
different in the alternate pathway versus the board
pat hway, and that was one of the things that ACMJ
recogni zed | ast year at their neeting.

They said they didn’t want to
mar gi nal i ze the boards, and the thinking is that
they put in the boards to be recogni zed assum ng
that you could neet the intent of the alternate

pat hway, but you don’t have to have specific hours.
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But you have to cover all of the things that are
listed in the alternate pathway.

MR. HENDEE: So to apply to be
recogni zed as a default pathway, what does the
Anerican Board of Radiol ogy or any of the other
boards have to submt to the NRC to get that
recognition?

MR. BROSEUS: Today?

MR. HENDEE: Well, | nean whenever the
rul e becomes effective. You'll have boards applying
to be recognized in the default pathway.

MR. BROSEUS: ©Oh, that’s what we want to
tal k about in the inplenmentation discussion. Right
now |’'d |ike to concentrate on --

MR, HENDEE: Ckay.

MR. BROSEUS: -- what are the criteria
and so on.

MR. HENDEE: Ckay.

MR, BROSEUS: Well, actually | think
there are two questions goi ng on sinultaneously.
Part of it is the process. How do you get
recogni zed? And the other one was how does it get
measur ed.

| really think how does it get measured

is later. W set forth criteria, and you know,
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we’'re working with ACMJI's recomrendati ons, and if
we | ook at ACMUI’s recommendations in the Attachnent
2, it’s certified by a specialty board. It requires
all diplomates to hold a Bachelor’s degree, to have
five or nore years of professional experience.
There' s about four criteria there.

And this is substituting for all of the
other things that are in the rule now And ACMJ
and | think board representatives in the past felt
that that was a desirable alternative, and so the
staff’s task to themwould be to say, you know,
"Collect the information fromthe boards and neasure
it against that particular set of criteria that
ACMUI has devel oped.

MR. HENDEE: Ckay. Now, if a board does
not satisfy these requirements exactly, then it
woul d be the expectation of the NRC that to be
recogni zed as a default pathway, the board would
have to change its adm ssion criteria to board
certification if it wanted its board certification
process recogni zed as the default pathway.

In other words, the NRC would require
the board to change after years and years of
experience of the board establishing criteria for

what it considers to be assurance that its
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di plomates in practice safely and effectively, but
in spite of that ACMJ and the NRC woul d want the
board to change its adm ssions criteria in order to
be recogni zed as a default pathway for

acknow edgenent as a radiation safety officer

aut hori zed user, authorized nucl ear pharnacy.

Is that what you’' re saying?

MR. BROSEUS: | don't think that if a
board’ s certification process didn't neet the rule -
- they’'d al nost have to. O herw se how could they
be recogni zed by the NRC or an agreenent state.

However, the word |’ve got is that the
expectation is that nost boards will be able to neet
what ACMJI has witten in their draft and their
recommendations, and so | don't see it as a real
i ssue fromwhat | understand.

M5. HOLAHAN: Looking at the B pat hway,
you have to hold a Bachelor’s or graduate degree
froman accredited college. |’mlooking at 35.50.

MR. HENDEE: Yeah, ne, too.

M5. HOLAHAN: Have five or nore years of
prof essi onal experience in health physics; provide a
witten statenent, preceptor statenent.

MR. HENDEE: kay. Can we just stop

with that one because that’'s a good exanple? That’s

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

45

a good exanpl e.

The Anerican Board of Radi ol ogy has
certified physicists since 1947. Many of those
physi ci sts serve as radiation safety officers, a |ot
of them There are probably nore physicists
certified by the Board of Radiology to serve as
radi ati on safety officers in the clinical
environnent than are certified by all of the other
boards put together in the clinical environnent.

The Board of Radi ol ogy does not neet
this requirenent. It does not require five years of
experience prior to board certification. Therefore,
in spite of 47, 53, 56 years of experience, we would
have to change our adm ssion criteria in order to
neet the five years of experience.

Qur requirenment is a graduate degree and
three years of experience, and we give credit for
t he graduate degree up to one year, but that doesn’t
constitute five years of experience as you’ ve
defined it.

So that’s a good exanple of where we're
i n di scordance.

M5. HOLAHAN:  Ckay.

MR. HENDEE: And |’ m hearing you say

that we woul d have to change and actually require
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addi ti onal experience prior to board certification
for our diplonmates to be acknow edged as radi ation
safety officers according to your criteria; is that
correct?

M5. HOLAHAN: Well, you say you have
three years, and the rule actually allows for
graduate training to be submtted for two years, and
you indicated that there’s only one year given.

Unl ess you can change your requirenment for graduate
training to be giving two years of credit, you
probably have to change your --

MR. HENDEE: You don't think that’s
overly prescriptive?

There are other exanples. This is just
an exanple. Please understand |’ mnot just picking
on this one point.

M5. HOLAHAN:  Yeah.

MR. HENDEE: You don’t think you re
bei ng overly prescriptive here in setting up the --
in ACMJ and NRC setting up thenselves as the -- in
a position where you' re forcing the boards to
actually change their eligibility requirement in
order to neet your requirenent? Don’t you think
that’s a bit overly prescriptive?

MS. HOLAHAN:  Well, | understood that
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the ACMJ nmet with all of the boards. The

subcommittee net with all of the boards | ast sunmmer.

MR HENDEE: We did. W discussed this
i ssue then.

M5. HOLAHAN: Oh, did you? Okay. So |
can’t answer that.

MR. HENDEE: Perhaps we can di scuss that
this afternoon.

M5. HOLAHAN:  Yeah.

MR, BROSEUS: You're going to bring this
up with ACMJI, right?

MR, HENDEE: | am

M5. HOLAHAN: Okay. That’'s good.

MR. BROSEUS: Yeah. So --

MR. HENDEE: [I’'Ill take ny card down. |
have a | ot of other issues, but we’'ll stay on this
i ssue for a while.

MR. BROSEUS: Yeah. So | think let’s
keep it with ACMJ al so.

MR, HENDEE: Yes.

MR. VANEK: Ken Vanek.

|"mgoing to pick up a little bit with
what Dr. Hendee was sayi ng here because | guess
per haps because of some comrents and so on that were

made on the original rulemaking thing that the
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nunber of hours specifically versus just topics --
now, Trish, you nentioned that nunber of hours

woul dn’t necessarily be descriptive within the
board, but |’ mreadi ng anot her nmessage through sone
of this docunmentation that they feel that the board
shoul d at | east neet these nunber of hours of

i nstruction.

So is that the intent here?

MR. BROSEUS: Are you tal king about what
| have | oosely ternmed the alternate pathway?

MR. VANEK: That's correct.

MR. BROSEUS: No. A board could be
certified, have its certification recogni zed using
other criteria, and those are the criteria where
here -- and he was addressing those; Dr. Hendee was
-- and that would be for health physicist, hold a
Bachel or’s degree, et cetera, et cetera, and there
are the other areas, nedical physics, nuclear
pharmaci st, and so on. Have alternate criteria set
up al so.

It doesn’t have those 700 hours of
training and so on as a way of a board being
recogni zed.

MR. VANEK: Ckay. Because, | nean, | go

back historically as well as to what we’ve
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hi storically been doing because the board process
itself being the fact you have to have a certain
anount of training and experience, but then the
board process itself of actually going through
havi ng a general witten exam nation part, then
havi ng your specialty exam nation part, then having
an oral exam nation part.

Wher eas al ternate pathways, you can sit

into a special course and just pay your tuition and

get your certificate that said, "I have X nunber of
hours of experience and, therefore, | am now
qualified."

You know, there’s a whole big difference
bet ween those two pat hways. Just because you sat in
a course doesn’t nean that you have actually been
exam ned by peers, et cetera, and have been found to
have a basic | evel of know edge.

MR, BROSEUS: Well, | think that
particul ar pathway you’ re tal king about was exam ned
and eval uated during the rul emaki ng process, and
it’s there. 1t’s on the books. That’s not part of
what we’ re changi ng now.

W' re just | ooking at the board
certification.

MR. VANEK: Ckay. So in order for a
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board to then get approval, then again going back to
the guidelines that the NRCis going to look at to
say, "Okay. Well, this is what we’'re going to

approve,"” then are we just tal king then about what

your initial conment was, just the fact that these

topi cs have been covered in a training program and
t hat they have been exam ned over these topics?

M5. HOLAHAN: Yes, for the board
certification pathway because we’re assum ng that
you cover all of the individual things in your five
years of experience because that’'s what’s here.

MR. VANEK: So we just really need to
say that during the exam nation process that we have
actual Iy exam ning over these areas?

MS5. HOLAHAN:  Yes.

MR VANEK: Okay.

MR. BROSEUS: Do you think that’s
sonet hing that should be part of the supplenentary
i nf or mati on?

MR, VANEK: Well, | do. It’s just sort
of like --

MR. BROSEUS: You know, you get into an
area where it becomes very prescriptive, and you
have peopl e | ooki ng, readi ng your exans, too.

There’'s two sides to that.
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MR, VANEK: Well, but we give our

exam nees, you know, "This is what you' re going to
be exam ned over. These are topics you're going to
be exam ned over." So | mean that’s not really
saying you' re telling themwhat the questions are.

You' re saying you're going to be
exam ned over these particular areas. So | don’'t
think that that’s anything that would be proprietary
fromthat point.

Now, and it's a little bit different,
too. | nmean, if | was going to be an RSO for a
broad scope license, | think I would have to have a
certain anpunt of extra training and experience
conpared to just a little nuclear community hospital
wi th nucl ear medicine, but --

MR, BROSEUS: But there’s another part
of this that gets to the issue you' re raising, which
is, as | understand it, in the alternate pathway,
but the potential is there in the board
certification pathway. Does the person really have
t he knowl edge and the experience that’s needed?

And that’s an awfully hard thing to
nmeasure, but an additional step the Conm ssion has
taken is to say, "W require a preceptor statenent

that says this person has got what it takes."
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M5. HOLAHAN: I n radiation safety only.

The Commi ssion has focused on radiation safety.
They’ re not focused on clinical conpetency.

MR, BROSEUS: Yeah, right.

Al an.

MR. MAUER Yes. This question of
conmpet ency and the preceptor statement is one that
has been di scussed on and off and peopl e have
struggled with. Certainly the boards which have
very rigid criteria, usually the places that provide
trai ning, undergo exami nation through a review
process, there are formal exam nations. The boards
go through very expensive evaluation of their own
training progranms and how they eval uate the
candi dates and require an exam nati on.

On the other hand, the alternate pathway
just says you have to have experience and trai ning.
There is no exam nation process. There is no
nmeasure of conpetency.

So | think, on the one hand, the boards
are holding thenselves to sort of a higher standard
in many ways, and the alternate pathway basically
just says all you have to do is have had sone
experience and training, but there s really no

exam nati on
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W' re dancing around this question about
an exam nation process and what’s going to be
required for the boards. The NRC seens to have not
wanted to get into the exam nation area, but the
guestion of conpetency keep com ng up.

How do you denonstrate? | think we
really need sone gui dance and sone definition of how
both the boards and the alternate pathways w ||
denonstrate conpetency because the preceptor
statenent as it now appears on the Wb site and is
wor ded says this person is conpetent.

And | think the boards know how to go
about exam ning for conpetency. W have
exam nations, and we actually test people. The
al ternate pathway doesn’t have a way to neasure
conpet ency.

So if you're going to establish criteria
at the board, | would like a much better definition
of how you establish conpetency, both for the boards
and for the alternate pathway, but certainly if we
were going to tal k about how the boards get
approval, we need sone definition of what is neant
by conpet ency.

| nmean the boards do it in many nore

ways than the alternate pathway, but if you’ re going

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

54

to say that the boards are going to be held to the
same standard as the alternate pathway, how does the
al ternate pathway establish conpetency?

MR. BROSEUS: Do you have a suggestion
about how that definition would cone out?

MR MAUER | think it’s very difficult.
Ways peopl e denonstrate conpetency usually is by
t aki ng an exani nati on and showi ng that they have the
knowl edge and can denonstrate that, and the boards
do do that.

But what |’ m hearing on one hand is the
boards are going to be held to all of the things
that are in the alternate pathway. Those are the
standards and the training requirenents. They go a
step beyond, but this problem of conpetency and how
you certify that is a big one.

MR, BROSEUS: Well, | think though to ne
what you’ re sayi ng sounds circul ar because you're
saying the board is able to do this job, and in
fact, | think that's the way the rule is being
witten, with sonme degree of trust.

And so what can we add that isn't there
al ready? How do you nmeasure conpetency?

MR. MAUER The board would do it in a

traditional way, but when you’ re | ooking at
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conpetency in particularly radiation safety, | guess
what |’mstruggling with is -- and it goes back to
the preceptor statenent -- the preceptor is going to
have to say this person is conpetent. By what
criteria are they going to denonstrate conpetency?
And how are you going to tell the boards to do that?

MR, BROSEUS: Dr. Sayed.

MR SAYED: If | may follow up, if I'm
under st andi ng Al an correctly here, you' re expecting
the board to verify conpetency, which they do by the
process of exam nation, and you re expecting the
boards to neet the criteria that you ve outlined
under the alternate path, but you' re not hol ding
peopl e who qualify under the alternate path to the
same standard you' re expecting the boards to live up
to.

The candi dates who beconme RSO t hrough
the board certification process would neet all of
the requirenents, plus take the exam and verify
their conpetencies. Wereas those who qualify
t hrough the alternate path woul d take the curricul um
as outlined and no exam no verification of
conpetency. Yet they’'re qualified as RSCs?

M5. HOLAHAN: There is a verification of

conpet ency. Sonebody has to sign the precept
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st at enment .

MR. SAYED: So you have a definition for
the or a way to benchmark conpetency here.

MR HENDEE: | really want to get in on
this discussion pretty soon here.

M5. HOLAHAN. Ckay. Go ahead, M.
Hendee and then we’ |l cone to Ken.

MR. HENDEE: Fine. And | want to cone
back also to this issue of qualifications that has
been rai sed.

But the issue of conpetency is a very
i mportant one. The Board of Radi ol ogy has debat ed
whet her or not it’s possible through any process
ot her than one-on-one supervision of an individual
in the practice setting, whether he is a technica
person or a clinical person, to really attest to
conpetence. And we have concl uded that the board
exam nati on does not test conpetence.

| will speak to this at the ACMJ
neeting this afternoon. W believe that specialty -
- I’m probably going to be in conflict with ny
col | eagues here -- but the Board of Radi ol ogy
bel i eves that specialty boards eval uate educati on,
trai ni ng, experience, and nmastery of a body of

know edge and its potential applications in a
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clinical setting. That’'s what the board process
nmeasur es.

It does not nmeasure, it does not
eval uate the conpetence or diligence of individuals
in conducting technical or nedical procedures. W
eval uate whether they have the body of know edge to
be conpetent, but we don’t observe the individual on
a day-by-day basis practicing his or her specialty
and, therefore, we can't really test or evaluate
conpetency in that definition of the word.

So | think my recomrendation to you is
that you shoul d not be addressing the issue of
conpetence either in your rul emaki ng unl ess sonehow
you have a way to test it. You can require a |ot of
things here, and I think what you do require is
exactly what the board process eval uates, but |
don’t think you require conpetence because | don’t
think you have a way to nmeasure it any nore than the
boar ds do.

MR, BROSEUS: Dr. Vanek.

MR. VANEK: Ken Vanek.

|"mglad that was clarified because
that’'s one of the things that | was going to ask
about true conpetency versus exam ning a basic |evel

of know edge, having the experience and neeting a

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

58

basel i ne.

But both the Anmerican Association of
Medi cal Physicists, the American Col |l ege of Medi cal
Physi ci sts, and even the Anmerican Coll ege of
Radi ol ogy have all had this talking for quite sone
time, and we have now all agreed that the definition
of a qualified nedical physicist is a board
certified medical physicist because of the absence
of anything else to be able to define a certain
basel i ne of know edge, training and experience.

And many of the states who are now
starting to license nmedical physicists, which is a
different issue, but the ones who are do | ook at
board certification as their baseline, and to try to
establish, for lack of a better word, conpetency for
nmeeting that baseline w thout any exam nation
process, like |I said, it only neans that sonebody
attended courses.

And that is why | think those three
organi zati ons have recogni zed the board process as
the defining thing of being a qualified nedical
physi ci st.

MR. BROSEUS: Let nme cone back to the
direction that we have fromthe Comm ssion about the

preceptor statement. It says, "Require sufficient
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attestation to denonstrate the candi date has
know edge to fulfill the duties of the position for
which the certification is sought.”

And that’s what we are going forward
with. 1t’s not conpetency. It’s know edge, and
that seenms to be what the critical issue that you
have.

Did I mss sonething?

MR. HENDEE: | agree with you, and |
know t hat you have taken it out of the attestation
statenent just as you just declared, but there are
ot her places in this docunent in which you do talk
about eval uation of conpetence, and it includes the
board certification default pathway and alternate
pat hway.

So | would just reconmend that you go
t hrough this docunent and where the issue of
conpet ence cones up you think about changing the
wordi ng so that you don’t put yourself in the
posi tion of neasuring sonething that we all agree
really is very difficult to measure.

And you substituted wording
appropriately in the attestation statenent. Now
substitute it in other parts of the docunent

simlarly.
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MR. BROSEUS: And you hit on sonet hing

that’s really inportant for me as | eading the
wor ki ng group. W' re doing our very best to get
this right and have the right words in.

MR. HENDEE: | know.

MR. BROSEUS: The problemis I’ m human
and I’mworking with humans, and so if you see
somet hi ng where we didn’t hit it, let us know, and
that opportunity will be there during the proposed
rul e process.

Ckay. Let nme see what we had here on
t he agenda and where we are.

MR. HENDEE: | don’t want to |ose -- can
we just conme back to one issue? | need
clarification now because here’s what | hear you
sayi ng.

| hear you saying that if a board tests
candi dates in areas that are listed here, then that
board coul d be considered the default pathway
wi t hout any statenent as to the number of hours of
experience or training that the candi date woul d have
to have coming into that board exam

As long as the board is testing the
candi dates for their know edge of these areas, you

woul d accept that as neeting the conditions for
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default pathway. |Is that what you' re saying?

M5. HOLAHAN: That’s right.

MR BROSEUS: | really didn't add in
hours or anything. |It’s just what it says here, and
t he working group hasn’t changed that. W’ ve done
some fine tuning on words that | tal ked about
earlier today, but the basis is here.

Trish, 1’msorry.

M5. HOLAHAN: And | believe in some
previ ous di scussion we said that in the statenent of
consi derations we can nmake that clear.

MR, HENDEE: Yes.

M5. HOLAHAN: The differentiation.

MR. HENDEE: Yeah, yeah. That’'s a great
hel p.

M5. HOLAHAN: Dr. Van Decker?

MR. VAN DECKER:  Yeah, | apol ogi ze for
being a little late here this norning. The train
fromPhilly doesn’t run as quickly as I'd like.

MR, BROSEUS: Excuse ne for not
recogni zi ng you when you cane in.

MR. VAN DECKER: That's okay.

|’ m going to need sone clarification. |
guess |’ m hearing sonme of this conversation. You

know, |’ve actually been somewhat anmused that in the
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| ast year and a half some of this has heated up in
this discussion when this process has really gone on
for seven years now, and the initial five and a half
years when | was at the table there was nmuch | ess of
this type of a discussion going on.

But | guess ny question when we're
tal king about this default pathway and nunber of
hours and boards, the initial thought process that
had gone through a | ot of consensus buil di ng was
that there should be some |evel playing field body
of know edge across a broad body of practitioners
that we all believed was core essence to
under st andi ng radi ati on safety and going on with
appropriate use of ionizing radiation.

And sone of the early concerns had been
t hat boards bei ng deened boards in the rule, what
t hat neant conpared to people who were in alternate
pat hways or other boards. Wre they fulfilling the
sane criteria and was there an equival ent body of
know edge or at | east sone gross equival ent body of
know edge that was being tested?

And that was the attenpt that was com ng
out of all of that. | think that clarification-w se
the alternate pathway was sonethi ng that had been

left in there even after this redo because it’'s ny
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under standi ng that on a | egal basis you have to be
able to all ow people an ability to go through
radi ati on safety training, board certified or not.

But I guess ny last question was if the
boards now are able to regenerate as the years go by
their own core for what it takes to sit for the
board, then there’s no |l onger this same idea of, you
know, what is it across all of these different
things that a certain core know edge base that’s
goi ng on, although they're on different ways to some
degr ee.

And |"mjust trying to get a hint of
whet her that was what this | ast piece of the
conversation was headi ng towards.

MR. HENDEE: Could you just reframe?
| ost track of the question.

MR. VAN DECKER: Okay. The question was
| guess | heard comments to the degree of that a
board certification as long as it’s testing in
specific areas that we consi der know edge base, that
t he board does not have to specify to those people
sitting for the boards what they needed as far as
training and experience to sit there.

Was that the comment that | --

MR HENDEE: Not at all the intent. W
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have a very specific set of criteria for
eligibility, for board certification. It includes
experience, and it includes experience in the range
of areas dependi ng upon which board certification
process you' re sitting for, and it also requires
mastery of body of know edge on which you will be

t est ed.

And we give sonme general guidelines as
to that body of know edge, but we are not overly
explicit because we don’t want to be prescriptive in
what the person studies.

W' re not proposing that that be changed
at all. The discussion was focused on whet her or
not if, in fact, as part of the certification
process there is one or a series of exanmi nations
that test the candidates in ternms of their know edge
in areas that are considered to be inportant to the
Nucl ear Regul atory Comm ssion in ternms of those
i ndi vi dual s accepting responsibilities as authorized
users, as authorized nmedi cal physicists or as
radi ation safety officers or authorized nucl ear
phar maci st s.

And if the board is actually testing
t hose people, that in fact is a better way of

measuring their mastery of body of know edge than
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sinply hours of training, and |’ve heard the NRC
respond by saying, yes, that would be adequate for a
board to be acknow edged as a default pathway to NRC
recognition.

That’s what |’ ve heard.

MR. VAN DECKER: I n other words then,
what ever has been witten so far as far as hours or
training woul d not be necessary if one were board
certified, testing the appropriate field of
know edge.

MR. HENDEE: That’'s what | understand.

MR BROSEUS: |If you |look at the --
we’ re kind of retracking over some ground, but if
you |l ook at ACMUJI's recommendati ons, | woul d
characterize what they did in certain areas as
substituting academ c plus experience to the |ong,
detailed list that’s in what | have called the
al ternat e pat hway.

Patrici a.

M5. HOLAHAN: | just wanted to add but
assum ng that the exam nation covers all of the
things that are here.

MR, HENDEE: Yes.

MR. VANEK: And so that, | think, gets

back to what is in the understandi ng when we apply
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for approval. W just basically have to say the
exam nati on process will cover these things.

MS. HOLAHAN:  Yes.

MR. BROSEUS: You think that’s an
appropriate thing to have in our discussion of
suppl ementary information

MS. WASTLER: Dr. Mauer?

MR. MAUER And | think what | was
hearing in the question of conpetency, | keep
| ooki ng at the preceptor form \hat | understand is
that that termw || be renoved fromthe preceptor
statenent and it will just say that the person has
conpleted the required training. There will be no
attestati on of conpetency.

MR, BROSEUS: Correct.

MR. MAUER  Ckay.

MR. BROSEUS: And that’s determ ned from
t he Conmi ssi on.

MS. HOLAHAN:  Yes.

MR. MAUER Well, no. The confusion was
that | think the ACU -- | can never say that.

MS. HOLAHAN:  ACMUI .

MR. MAUER -- ACMJ had reconmmended or
said that we didn’t want to tal k about certification

of clinical conmpetency, and then the question was if
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you | ook at the preceptor statenent, it says "is
conpetent to independently function, you know, and
foll ow good radiation safety.”

| just want to be clear that the term

"conpetency," that the preceptor statenent is not
going to require a statement of conpetency. It wll
only require a statenent that this candidate has
conpl eted the training program

M5. HOLAHAN: And has know edge to
fulfill the duties of the position for which
certification is sought. That |anguage woul d be put
into the formthere.

MR, BROSEUS: It’s know edge based.

MR. MAUER  Yeah.

MR. BROSEUS:. There are sone people
around the table who haven't really brought up any
issues. Rich or Dr. Van Decker, Dr. Sayed, Dr.

Rami rez, any comments fromyou all on these issues?
| want to make sure everybody has a chance to speak

Sandy, did you?

M5. WASTLER: | was just going to
recogni ze Dr. Hendee again. He had his card up.

MR. HENDEE: Well, | did have ny card up
because | wanted to rai se another issue, and that is

as a followup to what Al an has brought up having to
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do with the training.

Most i ndividuals --

MR. BROSEUS: Tine out.

MR, HENDEE: |’'m sorry.

MR, BROSEUS:. The transcriptioni st
can’t --

MR. HENDEE: Yeah. The mic is on, but I
was this far away fromit.

|"m Bill Hendee.

Many i ndividuals receive their training
that woul d be necessary to be recogni zed as
aut hori zed users or the other authorized categories
as part of their education and training program
part of their actual experience in an educational
programeither as a resident or as a fellow or as a
graduat e student.

Let’s just stay with the residents and
fellows progranms for just a nonment. Those prograns
are by and large all accredited through the
accreditation mechanism and there is a person who
i s appointed as the programdirector, program
director for this residency program and this nedical
specialty or for this fellowship programand this
medi cal specialty.

And that programdirector is really
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responsi ble for assuring to the residency review
process and to the Accreditation Council for

G aduat e Medi cal Education that, in fact, the
education and training of these individuals that are
in this programare as represented in the
description of the programfor which that programis
accredited.

So the programdirector is really the
responsi bl e individual, and in those situations it’s
our belief at the Anerican Board of Radi ol ogy that
t hat person, that programdirector is by far the
nost know edgeabl e and nost suitable person to sign
off on an application to become -- sign off on the
attestation statenent. Better than an authorized
user because an authorized user may be an indivi dual
who is working in a particular specialty area, but
i s not responsible necessarily for the education and
training of the individual.

So we would reconmend that for
i ndi vidual s who receive their education and training
in an accredited programor in a recognized
fell owship or residency program that it be the
program di rector who signs off the attestation
statement, and then for individuals who receive

their experience and training outside of an
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accredited program then it would be appropriate for
t he authorized user to be the individual signing the
preceptor statemnent.

Now, we don't think this is a big deal
but we just think for the NRCs -- | think it makes
nore sense for the NRC to require the program
director to sign off for those individuals who were
trained while they were residents or fell ows.

MR. BROSEUS: Anybody around the table
have a comment on that? That’'s a significant issue.
It’s an authorized user versus a program director
doi ng that attestation.

MR. HENDEE: For those circunstances.

MR. BROSEUS: Yeah.

M5. WASTLER: Dr. Vanek.

MR. VANEK: Actually in the residency
progranms | think that’s a very valid point. From
purely a radiation safety point of view perhaps the
medi cal physicist that teaches it, but the program
director does have that responsibility nore so than
somebody who only taught component of that because
as the residents go through at |east radiation
oncol ogy and os on, they’' |l have maybe a GU guy and
a head-neck guy and this and that, all of which can

be an aut horized user, but don’t have the overall
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program and responsi bl e for that program

So basically | think it’s a very valid
poi nt and for residency prograns and fell ow
programs, it would be very pertinent for that to be.

M5. WASTLER Dr. Sayed.

MR. SAYED. That’s a good point, but I
supposed there should be a statenent al so including
the scientists who do not necessarily receive their
training in an accredited or a formalized program
where there is a programdirector who could sign off
on that.

In other words, these people, the
di pl omates of the ABSNM are not graduates of
accredited residency or fellowship prograns. So
there are no programdirectors there. The nentors
or their supervisors who they would train and work
with in the nuclear nedicine clinic would sign off.

M5. WASTLER: Right. That would be the
aut hori zed user.

MR. BROSEUS: That woul d be the
aut hori zed user, yeah.

M5. WASTLER:  Ri ght.

MR. SAYED: As long as that
clarification or statenent is there.

M5. WASTLER: Okay. | think we're
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consi stent.

MR SAYED: Ckay.

MR. BROSEUS: So it really says
aut hori zed user or programdirector.

M5. WASTLER: Because what we're
hearing, at |east what |'m hearing, either
aut hori zed user or a programdirector of an
accredited residency programor fellowship program
woul d be the two that you’ re proposing.

MR, VANEK: | don't think it’s really an

or" when it conmes to a formal residency program
If you're froma formal residency program or
fellowship programthat has a programdirector, it
shoul d be the programdirector. |If a program
director is not applicable or whatever, you know,
then an authorized user who happens to be the mentor
could do it.

M5. WASTLER: Ckay. | understand.

MR. VANEK: So it’s not just an "or"
type of thing.

M5. WASTLER:  Ri ght.

MR. VAN DECKER: And the only down side
to that is what’'s the |ife expectancy of the program

directors in the current year, and | can tell you

across the board it’s not usually real I|ong.
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| mean, | guess | would kind of prefer
in a consensus building of saying soneone has really
been trained, at least a list of who was involved as
t he authorized user, oversight people at that period
of time that they came out; that sonebody has really
been personally involved in this person so that we
don’t have people trading in and out and we know who
has really been involved in the training process.

But you know I can see why there would
be, you know, sone utility to that.

MR BROSEUS: How can a person go
t hrough a residency program w thout bei ng under the
supervi sion of an authorized user?

MR. VANEK: | nean, you can be under the
supervi sion of an authorized user, but the person
who is responsible for the overall training and to
make sure that they do get all of that training is
the programdirector, and in an accredited program
even though there may be a turnover of program
directors, there’'s always sonebody that has to be
the programdirector if you' re going to be
accredited.

MR. BROSEUS: You're not permtted to
al | ow sonmebody to use material unless they have

proper training, and that’s an authorized user
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responsibility.

MR. VANEK: That's correct.

MR, BROSEUS: And so it’s kind of going
in circles for ne.

Al an?

MR MAUER | was going to say | think
what you' re getting the sense is the way nost
resi dency prograns work is that the programdirector
is responsi ble for making sure that the body of
know edge that’s required is provided to the
trainee. So | think it is nmuch nore appropriate to
the programdirector to certify that the body of
know edge has it.

In terns of the actual -- and in the
preceptor form|l had questioned this about a year
ago. It says the supervisor. There's a supervisor
and then there’'s a preceptor. Wen residents work
in nuclear medicine or in an area where they're
using licensed material, that is under the direction
of sone ot her supervisor, which nay not be the
program di rector.

So we really need to separate body of
know edge and educational training, which is the
responsibility of the programdirector in the actual

application of licensed material, which is usually
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under a different supervisor

But what I’mhearing is that the NRC is
only I ooking at the body of know edge that this
person has conpleted a training program and received
a certain body of know edge, and that is the program
director’s responsibility.

If you want to get into certifying
adequacy of training in ternms of handling and ot her
things, that nay be a different individual.

M5. WASTLER:  All right. 1’'d just like
to take a mnute. W’'re alittle bit ahead of
schedul e, and |’'ve been asked if we could take a
short break. So if we nove our break up a little
bit and take a 15-m nute break right now, and we’ll

cone back in 15 mnutes and start the di scussion

agai n.

Wul d that be acceptabl e?

MR. HENDEE: That's fine. Wen we cone
back, | have several issues related to specifically

radi ati on safety and aut horized nedi cal physicist --
M5. WASTLER: All right.
MR. HENDEE: -- in the rulemaking. So
we don’t want to --
M5. WASTLER: No, we won't forget.

Thank you.
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MR. BROSEUS: So we'll plan in

reassenbling by the clock on the wall at 10:25.

M5. WASTLER: That’s right, 10:25.

MR, BROSEUS: Ten, twenty-five.

M5. WASTLER.  And, again, there’'s
coffee. You go out this door, right across the
hal I, the NUREG caf e.

(Wher eupon, the foregoing matter went

off the record at 10: 07 a.m and went

back on the record at 10:27 a.m)

MR. BROSEUS: If we could al
reassenble, we’'re going to resune.

W are going to go back on the record.
W' re resum ng after adjourning.

I"d like to welcone to the table Howard
D ckson. Kathy Pryor was unable to nmake it, and,
Howard, woul d you identify where you re from and
your affiliation and so on?

MR DI CKSON: Yes. M name is Howard
Dickson. [|I'mthe president of the American Acadeny
of --

MR, BROSEUS: Wait. Something is not
happeni ng.

Can you not hear hinf? |Is the red |ight

on?
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MR. DI CKSON: The red button is show ng.

MR. BROSEUS: Can you hear hi m now?

MR. DI CKSON: Can you hear nme? Well,
maybe we can share.

MR, BROSEUS: You can maybe share with

Dr. Hendee because | think that mc is not working

properly.

Thank you. Thanks, Bil

MR. DI CKSON: Once again -- oh, that
works -- ny nane is Howard Dickson. |'mthe current

presi dent of the Anerican Acadeny of Health Physics.
The Anerican Board of Health Physics is the
certifying board within the acadeny. Kathy Pryor
was the outgoing chair of that board.

The current chair is Ed Bailey. Neither
of those individuals were able to make it. So |I'm
here sort of in their stead. | certainly didn't
want you to get the inpression that the Anerican
Board of Health Physics was not interested in this
nmeeting or did not want to contribute to this
nmeet i ng.

Certainly our certification programis
an elderly one, like Dr. Hendee's, and so we're very
proud of the tradition and certainly would like to

see the Nucl ear Regul atory Conmmi ssion recogni ze the
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certification process in this particular rule.

MR, BROSEUS: Well, we appreciate your
stepping forward and volunteering to sit in for
Kat hy.

Sonebody brought up just a little fine
point. W were tal king about wording earlier in ny
presentation, and | think it was Dr. Sayed that
i ndi cated that the word "diplomat" is used
t hroughout -- sorry. He said "diplomte" --

t hroughout the options paper, the SECY paper, and
the staff caught that, and we are using the word
“di pl omate. "

W may have diplomatic dipl omates, but
we' re using "diplomte."

(Laughter.)

M5. HOLAHAN: 1'd like to nmake a
clarification fromwhat | said earlier. The board
recognition process doesn’'t recogni ze nunber of
hours for the American -- no, for the RSO and for
t he medi cal physicist, but they do recogni ze a
number of hours for 290 and above.

And | just wanted to clarify that point,
that it was --

PARTI Cl PANT:  Thank you.

M5. HOLAHAN:  Ckay.

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

79
MR. BROSEUS: Sandy, did you have?

Ckay. Sonebody pointed out during the
break there has been a | ot of discussion of the
usi ng of the word "conpetency” in our preceptor
statenent, and the inpression was left with sone
people that we’re going to renove that word fromthe
rule, and that’s not the intent because the

Conmi ssion said, "Don't change the wording of" --

MR MAUER | was just reading --
MR. BROSEUS:. -- "the preceptor.”
MR. MAUER  -- Chairnman Meserve’s

conments here.

MR. BROSEUS: However, we are going to
clarify in the Statenents of Consideration what that
nmeans, and it’s to fulfill the duties, and that’s
present in the SRMthat cane down fromthe
Conmi ssion. That's the direction to the staff.

M5. WASTLER: W can change the
preceptor statenment itself, but the word
"competency” will remain because of the conm ssion’s
directive, but we will clarify.

MR. MAUER  Sorry. That raises problens
with some of the earlier discussion that we had.
During the break | was reading Chairman Meserve’'s

comments here, and he clearly says he wants to keep
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some sort of statement of conpetency, for |ack of
anot her word there.

It goes back to the discussion we had
earlier about whether the programdirector then is
t he one who's the nost appropriate to sign the
preceptor statement or the authorized user.

If the concern of the Commission is to
say that this person has had adequate training and
has denonstrated the ability to function well as a
radi ati on safety person, the programdirector in
terns of the physician’s training, does not work
with these candidates in ternms of handling
radi oactive materials and in nucl ear nedicine.

So we get back to this dichotony between
who shoul d be doing the preceptor statenent. The
program director can best certify the adequacy of
the training programand the educational material,
but many radi ol ogy residents when they rotate to
nucl ear nedicine are not under the supervision of
the programdirector, and there’s a di sconnect
t here.

So | see a problem

MR. HENDEE: Well, | think the problem
is the definition of "conpetency" and how you are

going to define it and how you are going to require
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it, and unless you have sone insight into this issue
that's different fromthe boards’, who have westl ed
with this issue for a long, long tinme and have
concluded that really all that you can really
nmeasure is mastery of a body of know edge and its
appl i cati ons.

My suggestion to you is that you stay
with the wording, but you define conpetence to be
exactly that, mastery of a body of know edge and its
applications, and not try to get into sonething nore
subtle that is very hard to eval uate.

So | think if you define conpetency in
that way, then it addresses the issue, and you could
do that.

MR. BROSEUS: Well, | think that we’ve
zeroed in, first of all, in followi ng the SRM which
is having attestations say the candi date has the
know edge to fulfill the duties, and the word
"competency” is not there. And it mght be useful
to expand upon it a little bit using sone words |ike
you have suggested in our supplenentary information

PARTI Cl PANT: Sone of us can’t hear you.

MR, BROSEUS: Sorry about that.

Are there other comments about this?

MR HENDEE: About this?
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MR. BROSEUS: Do you have a new issue?

| think we’ ve covered the conpetency
thing now, and 1'd like to nove on. W need to
spend sone tine also on the inplenentation, but in
our schedule we were scheduled to do that around
10: 50, and | realize there’s some overlap, but do we
have any ot her comments about the criteria, that is,
the requirenents that the board --

M5. HOLAHAN: | think Dr. Hendee had
i ndi cated before we broke that he had sone issues
that he wanted to bring up.

MR. BROSEUS: Yeah.

M5. HOLAHAN: So why don’t we start
t here?

MR. HENDEE: GCood.

M5. HOLAHAN: And then go forward.

MR. HENDEE: | had two issues, both of
whi ch pertain to who's qualified to be a radiation
safety officer. The first issue you may be able to
put to rest very quickly, and that is the in ACMIJ
recommendations there were, | think, three or four
boards listed as default pathways to becom ng
recogni zed by the NRC as a radiation safety officer.
They included certification in medical health

physics by the Anerican Board of Medical Physics,
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certification in health physics by the Anmerican
Board of Health Physics, and certification in

radi ati on protection or sonething like that by the
Anerican Board of Science and Nucl ear Medicine.

Onitted fromthat |ist was the
certification board that probably has been
responsi bl e for nore individuals serving as
radi ati on safety officers than the other boards put
together, and that is the Anerican Board of
Radi ol ogy and its certification process in
radi ol ogi cal physics and al so in medi cal nucl ear
physi cs.

MR. BROSEUS: | think |I need to nake a
clarifying comment right at this point. Excuse ne
for cutting you off, but the direction in the SRMis
not tolist inrule text the boards that were |listed
in 1’1l call Paragraph A in the ACMJ
recommendat i ons.

MR. HENDEE: | understand that.

MR. BROSEUS: And so the boards will
need to neet the criteria that we define in this
proposed rul e and nake application individually, and
so it’s not predeterm ned that they re going to be
named in the rule. They won't be there.

MR. HENDEE: That'’'s possi bl e.
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MR, BROSEUS: And so it nmay be that, you

know, these various boards could cone forward wth
their information and neet the criteria and be
ready.

MR. HENDEE: You're saying that there’s
no default pathway to becom ng a default pathway.

(Laughter.)

MR. HENDEE: That's fine. That’'s what |
t hought you m ght say, which neans, you know, it’'s
all up for grabs now, and every board has to now
make its case, and that’s fine.

So now !l will go to ny next point.

M5. HOLAHAN:  Ckay.

MR. HENDEE: But that was an inportant
point to get clarified.

My next point has to do with authorized
medi cal physicists because you point out or it was
poi nted out that one pathway to becom ng a radiation
safety officer is to be recogni zed as an authorized
medi cal physicist, and you m ght be recogni zed as an
aut hori zed nedi cal physicist by being certified, and
there are several possibilities there. | understand
there’s been no default yet.

But it’s not clear to ne if you are an

aut hori zed nedi cal physicist, which nmeans that you
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are working in radiation oncol ogi c physics, you're
in radiation oncology. By the way that those
specifications are worded, it’s not clear to nme what
you can be radi ation safety officer of because you
can be radiation safety officer of simlar types of
byproduct material and simlar applications of those
materials, simlar to what you are actually
responsi bl e for overseeing as an authorized mnedi cal
physi ci st .

Wl |, those sources are typically
t herapeutic sources, usually seal ed sources. So the
guestion is this. Can an authorized nedi cal
physi ci st who is probably a radiation therapy
physi ci st, can that person serve as a radiation
safety officer for an institution in which there are
uses of unseal ed radi onuclides in diagnostic
medi ci ne, which that individual being a therapy
physicist really doesn’t have day by day
responsibility for, and can he al so be responsible
for research applications of radionuclides which may
be in the unseal ed formeven though those are not
simlar types of byproduct material and simlar
applications to what he deals with in radiation
t her apy?

That needs to be clarified.
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MR BROSEUS: M first answer to that is

woul d that person neet the board certification
criteria that we’'re working on in the proposed rule.
If so, yes.

Secondly, the alternate pathway still
exists, and if a person were listed, you know, if a
| i censee came forward to the NRC or an agreenent
state and listed their training and experience and
it met the criteria in the rule and the alternate
pat hway, the answer woul d be yes.

| think you m ght be getting at another
sort of issue where that person woul dn’t have t hat
T&E, and therefore nmay not be qualified to be an
RSO.

MR HENDEE: Well, | nean, the issue is
the way you have it worded, which is if you are
recogni zed by the NRC as an authorized nedi cal
physi ci st, you can then al so be recogni zed as a
radi ation safety officer for simlar -- |’mnot
gquoting it exactly -- but for simlar types of
byproduct material used in simlar applications.

And | don’t know what "similar" neans.
W need clarification of "simlar."

MR, BROSEUS: | think this really gets

into interpreting the existing rule and it’s kind of
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in Q%A space al so, question and answer space, but ny
guess is that if an individual cane forward and
their only experience were in sonme narrow area of
radi ati on oncol ogy physics and they didn’'t have
training and experience for a broad nedi cal program
to present the extreme case, they probably woul dn’t
nmeet the requirenents for T&E to be a radiation
safety officer.

Trish, do you want to go further with
t hat ?

MS. HOLAHAN:  No.

MR. BROSEUS: Al an?

MR MAUER |1'd also like to bring up an
itemwhich | think requires some clarification. M
understanding is that ACMJ has recommended sone
nodi fications to the Part 35 training requirenents.
So that there may be sone changes in the training
requi rements that cone out in the final form

M5. HOLAHAN: In the alternate --

MR. MAUER  Yeah.

M5. HOLAHAN. -- criteria or the
al ternat e pat hway?

MR, MAUER  Yes.

M5. HOLAHAN: Yes, they did.

MR. MAUER Ckay. One thing | want to

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

88

bring up that’s simlar, that there’ s confusion
bet ween brachyt herapy, seal ed sources, unseal ed
sources in ternms of training.

Currently the American Board of Nucl ear
Medicine is only recognized, and | know that that
wi Il change, in terns of neeting requirenments for
unseal ed byproduct material for which a witten
directive is required for therapy.

There are sonme new t herapies that have
come along, particularly TheraSpheres. They were
classified by the FDA as brachytherapy devi ces, but,
in fact, they are admnistered in the way unseal ed
source material is for therapy.

And candi dates or people at |east who
have trai ned through the Anerican Board of Nucl ear
Medi cine training programcertainly get all of the
physics and training requirenments to use unseal ed
source, but because one thing happens to be
classified as a brachyt herapy device, they woul d not
be qualified to adm nister them under the
brachyt herapy requirenents.

| can go into the details, and | think
t hat needs to be addressed because training for the
use of manual brachytherapy sources excludes and

potentially under the new listings would exclude the
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Anerican Board of Nucl ear Medi cine.

M5. HOLAHAN. So you're saying that it’s
listed in 490, and --

MR MAUER It’s listed under 490 which
has training requirenents that currently, | think,
are met by the American Board of Nucl ear Medi ci ne,
except for sone specific things about renoval of
seal ed sources because nost things are adm nistered
as an unseal ed source.

MS5. HOLAHAN:  Yes.

MR MAUER And it’s raised problens for
t hose who were certified by the ABNM right now in
ternms of getting perm ssion to use these unseal ed
sour ces.

So | would recomend that the term
"unseal ed" under 35.390 be renoved, and it just says
training for use of byproduct material and get rid
of the word "unseal ed" because sone things now are
consi dered seal ed sources, but are adm nistered as
traditionally unseal ed sources.

Do you follow that?

MR, BROSEUS: Well, one thing | recal
from back in the days of doing the guidance. It
isn't necessarily so that the NRC will consider our

source to be a brachytherapy source because it’s

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

90

classified that way by the FDA

MR. MAUER  But that’s currently the way
it’s being handl ed

MR. BROSEUS: Okay. It is?

MR. MAUER  Yeah.

MR BROSEUS: |'mnot famliar with
t hat .

M5. HOLAHAN:  Yeah.

MR MAUER So there’s a lot of --
bet ween seal ed and unseal ed sources and brachy,
those definitions get to be a little blurred.

MR. VANEK: You know, for your exanple
t hough | think one thing mght be like a iaSite
with the lotrex. It’'s a liquid source that is put
into a seal ed catheter for treatnent.

MR, BROSEUS: Ckay.

MR. VANEK: Leobl ast onas.

MR BROSEUS: Right.

MR. VANEK: And a clinical perspective
in that, it’'s considered seal ed because it’s within
this catheter and it’s renoved, and the training and
experience for delivering therapeutic doses for
somet hi ng that has al so received external beam
radi ati on therapy, | think, are whole different

i ssues.
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| mean if that’s what you're -- one of
the things that you're referring to, | don’t think
that really acconplishes a |ot of the stuff
specifically for that, but | think there’s a whole
bunch of other issues with that particul ar one.

So anyway, but basically | have to | ook
at a lot of ramfications of that.

MR MAUER |'mjust saying that if
ACMUI is reconmendi ng sonme changes to the T&E
requi rements, particularly in the | anguage, maybe we
shouldn’t be limting the training requirements of
35.390 to unseal ed byproduct material but just say
byproduct material, which would include those that
are under 490 now when appropri ate.

M5. HOLAHAN: We can certainly take that
into consideration.

M5. WASTLER: Dr. Vanek?

MR VANEK: |1'd like to go back to just
a coment that Dr. Hendee was tal king about and
whet her or not, for instance, sonmeone who has as
boards and therapy physicists could be included as
far as an RSO for nucl ear medicine or sonething like
t hat .

It brings up an interesting concept

because as far as board exans are concerned, you do
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have your general board before you go into your
specialty board so the basics of radiation safety
and so on should all be covered within that general
part of the board exam

But when you take RSGCs and, for
i nstance, our RSO at our university is a Master’s
| evel heal th physicist who does not have training
and experience with HDR or a |lot of the other
i sotopes specifically, but does that then disqualify
hi m from bei ng an RSO?

So, you know, having to have that
experi ence, personal experience and training on
every single thing within that |icense could be a
very interesting ramfication.

M5. HOLAHAN: But if you --

MR. VANEK: That’s why I'mtrying to get
what you stated there, Bill.

MR. HENDEE: It’s a question of simlar.
It’s a question of what do you nean by "simlar."

M5. HOLAHAN: Yeah, if he’'s an RSO for
the whole facility --

MR. VANEK: Yeah, | nean, he’s RSO for
the whole facility.

M5. HOLAHAN: -- you' d want himto have

experience with all of the nodalities that you have
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t here.

MR, BROSEUS: Well, | think also you're
tal ki ng about the circunstance if the RSO rmay have
the training and experience for all nodalities, and
a new come cones al ong, stereotactic, for exanple,
and he doesn’t have experience or even know edge
about the hazards associated with that. |s he now
di squalified as the RSO for that particular
application?

MR. VANEK: | mean, new nodalities is a
whol e ot her issue because they never becone new
nodal ities unless there’ s sonebody that starts using
it and developing it to begin.

MR BROSEUS: Well, let’s not tal k about
new nodalities. Something he doesn’t have
experience wth.

MR. VANEK: Correct.

MR. BROSEUS: It hasn’t been an
institution before.

MR. VANEK: Correct.

MR. BROSEUS: Then what happens is the
guesti on.

MR. VANEK: Especially when you're
tal ki ng about an overall RSO for a large institution

who then has within that institution his personal
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expert so you could have an RSO of sub-specialty
areas, et cetera.

But when you’'re tal king about he’'s the
primary RSO for the institution.

MR, BROSEUS: | think that that problem
exi sted today i ndependent of the rul emaking we're
wor ki ng on.

MR VANEK: Right.

MR BROSEUS: And it’s really, well,
what would an institution do if this new nodality or
let’s not call it new nodality; this new use canme in
that they had | acki ng experience for, and when they
go forward with a Iicense application, what would
they tell the agreenent state or the NRC was the
basis for licensure of that particular application?

And there would be a need to denonstrate
some sort of training experience to be able to
i cense that materi al

MR. VANEK: And it raises the issue
about your havi ng enough RSOs to do what you need.
Because | got a little concerned with getting this
thing so restrictive that now you have an RSO that’s
covering 35 institutions and on 35 different little,
smal |l community hospital licenses that he may go in

once a year or twice a year, is that really
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provi di ng what an RSO i s supposed to do?

Do you know what |’ m sayi ng?

M5. HOLAHAN:  Un- huh.

MR. VANEK: You know, | get concerned
about that because | think that that is negating
what you really want an RSO to do.

Now, if you had three | evels of RSCs,
| et’ s say, and you had an RSO3 and then maybe he
had to be | ooked at by, you know, sonmeone with nore
experience periodically, like a quarterly basis or
somet hi ng, but to have guys go around covering
mul tiple institutions just because he’s the only one
that can really neet all of these requirenents, |
think, is really taking away what you want an RSO to
be doi ng.

M5. HOLAHAN: Yeah. Well, of course, we
al ways say they can del egate their duties, but they
don’t delegate the responsibility, and they have to
sign sonething that they re responsible for the
facility.

MR. BROSEUS: Do we al so have input on
this particular issue?

MR. HENDEE: Well, | think the
aut hori zed user can qualify as a radiation safety

officer as well, right?
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MS. HOLAHAN: Yes.

MR HENDEE: So | think this is an
issue. It’s probably a manageabl e issue, in
general. 1’mnot so concerned about the radiation
safety officer not having experience in
sophi sticated new applications in radiation oncol ogy
because | woul d hope that there would be a
t her apeuti c physicist.

| nmean, when you send your |icense in
you've got to denonstrate who is responsible for the
use and for the safety of this new device, and in
nost cases it would be -- certainly in alnost all
cases it would be an oncol ogy physicist present.

You m ght want to conment on that.

| think the big problemis the other
way, which is you have an institution that has a
t herapy programw th therapy physicists, and the
guestion is can that therapy physicist also serve as
a radi ation safety officer for nontherapeutic
appl i cati ons.

And |’ve heard the answer, and |’ m happy
with the answer, which is if you have the
denonstrated experience or training, then you can
extrapol ate to a wi der range of responsibilities in

radi ati on safety.
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Now, you m ght want to rebut that. |
don’ t know.

MR, VANEK: No. | nmean, it gets back
down to what the boards are exam ning in the general
part of the board exam as you know, and | think
that has a big key to it because we do have that
general portion in the board exanms, and then you get
into your specialties.

MR, BROSEUS: CQur agenda calls for
tal ki ng about inplenentation before we finish off
t oday.

M5. WASTLER: Dr. Mauer, did you have a
conment on another issue or was it on
i mpl ement ati on? You have got your --

MR MAUER. OCh, no. That’'s stil
standing fromthe -- I’ msorry.

M5. WASTLER: Ckay. Dr. Sayed.

MR. SAYED: | have a follow up question
on what Dr. Hendee stated earlier under 35.50. |
understand that the Section A wll be renoved and
will be listed on a Wb page. It specifically
states --

MR. BROSEUS: We will list boards on a
VWb page that neet the criteria.

MR. SAYED. The criteria, okay. But
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within those boards it |ists specific specialty
areas. Under the new evaluation that you will be

i mpl ementing and the board will propose to you, wll
the board be able to add to it the other

speci alties?

For exanple, here under A-3 it only
lists radiation protection, but | believe nucl ear
medi ci ne or nedi cal nucl ear physicists are just as
qualified and trained to be radiation safety
officers as those who sit only for the radiation
protection specialty of the ABSNM exam

MR. BROSEUS: That’s what we were
tal king about in ny answer to Dr. Hendee earlier.
You know, if a nedical physicist or an oncol ogy
physi ci st or whatever neets the requirenents, then,
you know, for RSO, then they --

MR. SAYED: So that’s ny intent, is just
to clarify this. Wen the board submts to you all
of the criteria and you will list those specialties
as conmuni cated to you by the board that neet these
criteria?

MS. HOLAHAN:  Yes.

MR. SAYED: kay. Thanks.

MR. BROSEUS: And they will be aligned

with 50, 51, you know, RSO, nedical physicist,
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nucl ear pharnmaci st, or the areas of use, 190, 290,
and so on for an authorized user.

Sandy?

M5. WASTLER  According to the schedul e
or to the agenda, at 10:50 we wanted to start
di scussion or take your comments on the
i mpl enent ati on, on the process for board
recognition, but before we do that, do we have any
| ast minute clarifications or points on the issues
that we’ve discussed up to this point?

MR. BROSEUS: There was one | think Dr.
Hendee m ght address that was the basis for the
Canadi an board that we tal ked about. Did you have
somet hing to say about that?

MR. HENDEE: | think that the way | read
this | just sawthis this norning. Are you
recogni zi ng an accrediting agency rather than a
certifying board?

| think the Royal College of Canadi an
Physi ci ans accredits residency prograns, does it
not ?

MR BROSEUS: Yes.

MS5. HOLAHAN:  Yes.

MR. HENDEE: It would not be an

i ndi vidual board. That is not a board that
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certifies individuals the way the --

MR, BROSEUS: Correct.

MR. HENDEE: -- that you're talking
about recogni zi ng here.

MR. BROSEUS: Correct, yeah, yeah. |
nmean, like this particular board was added to the
list, and it is in Subpart J now, for those entities
that -- and |’ mgoing to use term nol ogy kind of
| oosely here -- that accredit residency prograns.
It’s not in the area that we're addressing as the
bi gger part of our rule, a certification board.
It’s not for the specialty boards to be recognized
to be an authorized user or whatever. Ckay?

M5. HOLAHAN: Well, it’s both because --

MR. BROSEUS: Yeah, it is.

M5. HOLAHAN: -- they have the Roya
Col | ege of Physicians and Surgeons of Canada
recogni zes the board, and then also a certification
specialty.

MR. BROSEUS: Yeah, for one of the
areas. Wich area was that?

M5. HOLAHAN: Three, ninety.

MR. BROSEUS: Three, ninety.

M5. HOLAHAN: They list it under A-3.

It’s specifically listed, and then certifying in B,
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they list the Royal College of Physicians and
Surgeons of Canada, and we want to know if there’ s a
basis to list the Royal College of Physicians and
Surgeons of Canada in the rule text.

MR BROSEUS: We'll raise this with
ACMUI this afternoon, too, but if there’s anybody
that has a view on this here.

MR. HENDEE: Thirty-five, three, ninety?

MS5. HOLAHAN:  Yes.

MR. HENDEE: |’'d have to read that.

M5. HOLAHAN: Ckay. It’s listed
el sewhere, but specifically | caught it in 390

MR. BROSEUS: Thanks for clarifying it.

M5. HOLAHAN:  Ckay.

MR, BROSEUS: |'msorry.

Vell, we can cone back to that after we
tal k about inplenmentation. Shall we nove right on
into the inplenentation?

MS. WASTLER:  Yes.

MR. BROSEUS: Because this is an
i mportant area, and it’s the one where things are a
little fuzzier, especially for the working group,
and so | briefly outlined the approach of the
wor ki ng group this norning about the processes that

we’ re considering, and please step forward with any
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conmments or recomendations that you have.
Al an.
MR. MAUER | guess I'munclear a little

bit when you're tal king about inplenentation. You

want suggestions fromus as to how things will nove
f or war d?
MR. BROSEUS: Let ne clarify first.
MR. MAUER  Subpart J di sappears in?
MR. BROSEUS: COctober 2004.
MR MAUER  2004.

o

HOLAHAN. So the boards are going to
have to resubmt to neet the new criteria in the
rul e.

MR. MAUER  Ckay, and | had one
particular question. 1’|l just bring it up again
because it was one of ny goals today, is that the
ABNM had submitted a letter and received a letter
that it would qualify and would be |listed on the Wb
site.

So if that was premature, we need to
know that. WII they need to resubmt?

And | guess there will be sone tine
l'i ne.

M5. HOLAHAN. W need to get

clarification.
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MR. MAUER: Yeah, we need clarification

on that because | have to go back to the board and
say, "Oh, you're going to have to resubmt this
whol e thing."

M5. HOLAHAN: Are you here this
afternoon for the ACMU ?

MR MAUER | will be only for the first
hour or two and then I have to | eave.

M5. HOLAHAN: Ckay.

MR. MAUER Do you think it’'s
appropriate to bring it up at that tine? 1It’s not
the ACMJl that’s going to.

M5. HOLAHAN: No, no. It’s not the
ACMJ . | was just thinking of timng.

M5. WASTLER To see if we couldn't get
you the answer.

MR. MAUER COnh, yeah, 1’|l be here.

M5. WASTLER. W& may not be able to in
that tinme frame.

MR. MAUER But | need to go back to the
board in terns of procedures, and do we need to do
sonet hi ng.

MR. BROSEUS: G ve nme a copy of the
letter.

MR. MAUER  Ckay.
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MR BROSEUS: And we'll make sure that

you get an answer back

MR. MAUER But so then in ternms of the
i mpl enent ati on question, the boards need to know
that as of a certain date, they're going to have to
have subm tted what materials and what
docunent ati on?

My understanding, and | think this is
pretty sinmple actually, | think the NRC has lain
down m ni mumtraining and education requirenents.
Basically ny understanding is the board just has to
say, "We're going to neet all of the training
requirements in the alternate pathway, which is the
m ni mum requi rements, and if we do so, we wll
recei ve what people call deened st atus.

M5. HOLAHAN: And the preceptor
st at ement .

MR. MAUER  And the preceptor statenent.
But, again, | would like to see sone -- and again,
there is a preceptor statenent that’s on the Wb
site. That's the one that | downl oaded, and | woul d
like -- | think everybody well ahead of tinme ought
to see what the exact wording is. Is it going to
say "conpetence"? |Is it going to say "conpleted the

training progranf? Does it say "conpleted the
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trai ni ng program and can function"?

W need to know that because you're
going to get a |lot of feedback from peopl e based
upon what that final |anguage |ooks I|ike.

MR, BROSEUS: Well, the conpetency
statenent -- | nean the preceptor statenent is not
to change. That's a direction fromthe Comm ssion.
So to clarify this as we tal ked about before --

MR. MAUER So what is on the Wb site
right nowis the formthat will go into effect?

PARTI Cl PANTS:  No.

M5. WASTLER: The form we can change.
What we can’t change is in the preceptor statement.
It’s to be as witten. That was the Comm ssion’s
st at enment .

But we can clarify what was neant in the
St at enent of Considerations, and we can change the
formso that --

M5. HOLAHAN: To clarify.

M5. WASTLER: -- to clarify as well what
we mean.

MR, BROSEUS: Actually you' re |ooking at
a Form 313(a). W’'re tal king about the possibility
of a newform Alan, that -- in other words, |ooking

at the process, what would a board do to get
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recogni zed? How would the information be conveyed
to the NRC?

And one possibility is to invent a new
formw th check-of f boxes or something, you know,

t hat says, you know, "ldentify the board contact,"”
et cetera, and check-off boxes and maybe sone
suppl ementary i nformati on about how t hey neet the
criteria and the rule. Okay?

It’s not a 313(a). It would be a new
form This formwould probably not change because
if you re board certified --

MR. MAUER This is the preceptor form
ri ght now.

MR. BROSEUS:. Yeah, okay. So you're
saying there m ght be some content in the preceptor
formthat needs to be changed al so.

MR, MAUER  Yes.

BROSEUS: (Okay. Good point.
MAUER:  Yes.

BROSEUS: Ckay. Thanks.

2 3 3 %

MAUER: Definitely

MR, BROSEUS: It took a while to get
into ny thick skull.

MR. HENDEE: So how much interaction

will there be? |If a board submits an application,
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we'd like to do this sooner rather than | ater
actual ly, and you conpare what’s in the application
to what you believe is the requirenents to be
recogni zed as default pathway, and then you say you
will consult with ACMJ if necessary, which is fine.

But how nuch interface is there back
with the submitting board? | mean, can we negotiate
this? Is there -- you don't just get the
application and then it goes through a process and
we either get an answer, yes, you are a deened
pat hway or, no, you are not.

| presunme there is sone dial ogue that
goes on; is that right?

MS. HOLAHAN:  Yes.

MR. HENDEE: Especially at the beginning
when we are all trying to figure out how to do this.

MR, BROSEUS: So staff would | ogically,
if they think sonething is mssing or sone
i nsufficiency, go back to the board and identify
that and give them a chance to respond.

MR. HENDEE: G eat. That’'s wonderful.

MR. BROSEUS: Yeah.

MR. MAUER  Just to clarify, it’s under
11(b). The current form says, "The individual naned

inlteml is conpetent to independently function as
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an aut horized user," and that’'s the | anguage that |
think really needs to be --

M5. WASTLER: And that’s what we’ve said
that we can change, we w |l be changi ng.

MR. DICKSON: This is Howard Di ckson.

When do you think this new application

m ght be avail able for us?

MR. BROSEUS: Well, after the rule is

final.
MR, DI CKSON: Ckay.
M5. HOLAHAN: Well, it’s after the --
MR. DICKSON: Onh, a draft.
M5. HOLAHAN:  Yeah.
MR, DICKSON: | think you want comments

probably on that form

MR BROSEUS: Yes.

MS. HOLAHAN:  Yes.

MR. DICKSON: And so we would need to
have a formto coment on

M5. HOLAHAN: W can get it out with the
proposed rul e.

M5. WASTLER:  Were there any ot her
comments on the inplenentation process or the
process that or the issues, reasons for de-listing a

board that were presented earlier?
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MR. MAUER  Well, just sonme genera

comments. The trend that | got and in readi ng sone
of the Conm ssioners’ comments that you handed out,
it really seens like if the boards submt and say,
"W're going to neet all of the requirements,™
they' ' re going to get approval unless there's
something glaring that they ve left out, which is
ki nd of hard to imagi ne because they’ re just going
to send back to you and then hopefully inplement

t hrough their own processes the training
requirements.

In terms of de-listing or not
certifying, actually the |language is that they don’t
want to exam ne the boards. They' re just going to
| ook at the nedical events rate, and | don’t know.
That seens kind of vague to ne.

MR. HENDEE: That’s an inpossible
criterion.

MR. MAUER  Yeah. To hold a board to
what individuals, you know, at different
institutions are doing, and nedi cal events, as we
all know, can be caused by a nyriad of things that
may not necessarily reflect even what the authorized
user did or did not do.

So | think the requirements and how the
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boards are going to be judged have to sonehow be
firmed up a little bit nore than that.

M5. HOLAHAN: Well, that’s what we're
comng to for advice.

MR. MAUER  Ch, okay. You want us to
actually tell you howto --

M5. HOLAHAN:  Well, if you have
t houghts, you can share them

M5. WASTLER: Concepts or thoughts, if
you coul d share them

M5. HOLAHAN:  Yeah.

MR. HENDEE: Ckay. This is Bill Hendee.

| couldn’t agree nore with Alan on this
poi nt. This one requirenent that sonehow you're
goi ng to have sonme kind of an eval uation of
ef fectiveness of the board’ s certification process
and let that be a criterion with which you decide
whet her or not to de-list a board | think is setting
up an i npossi bl e objective for all of the reasons
t hat you can i magi ne.

But it would certainly be a reason to
di squalify a board frombeing listed if, in fact,
they don’t adhere to the standards that they have
proposed to you in being recognized as a board.

think that would certainly be one thing you could
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ask.

| nmean, in other words, if they require
-- if the board says you have to have three years of
experience before you can sit for the qualifying
exam nation or you have to graduate from an
accredited residency or fellowship program before
you can sit for the exam nation, and then you find
out that they’'re letting anybody cone in whet her
they are accredited froman accredited program or
not or whether they have the requisite experience or
not, that would certainly be a reason.

| mean | think you have to hold the
boards to the standards that they agree to be held
to when they submitted their application process,
and that includes if they change their requirenents
in a substantial fashion.

Because we’re al ways nodi fyi ng our
requirenments a little bit here and there just to
keep up with the times because new things conme into
the field. W have to add those.

But if you change the requirenents in a
substantial manner, then we would be obligated to
tell you about that. You would be obligated to
revi ew whet her or not that causes you any concern.

Those are the kinds of things, | think,
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that you could hold a board to. You're really
hol ding the board to what it said it would do when
it becanme recognized by the NRC

MR. BROSEUS: |'ma staff nenber now.
How woul d | evaluate the term "substantial"?

MR, HENDEE: [|’'m sorry?

MR. BROSEUS: What does "substantial"”
nmean? What should it nmean to the staff nenber
eval uating? How would they do that?

MR. HENDEE: | think if it has the
potential of having an inpact on the qualification
of individuals to serve in the capacities for which
you are recogni zing that board as giving deened
status. So, for exanple, the fact that we decide in
radi ati on oncol ogy that people who are decl ared
aut hori zed users nust have experience in a new area
woul d be sonet hing that you m ght want to know
about, and we would do that.

On the other hand, if we decide that
we’' re going to nake some m nor change, it m ght not
be. | understand that it’s a subjective term but
it would certainly seemto nme that anything that
woul d have an inpact on the qualifications of those
i ndividuals to serve in the capacity for which

you' re recogni zing the board as giving it deened
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status would be how | would define "substantial."
M5. HOLAHAN: And | would also add, if |
may, that only in the areas of radiation safety.
MR HENDEE: Right.
M5. HOLAHAN: Not in clinical
conpet ency.

MR. HENDEE: Exactly.

MR. MAUER | was going to conment
further. | think you need to go beyond just the
subm ssion of what the board says. |’msort of from
M ssouri. Show ne.

As Dr. Hendee nentioned, the boards go
through -- there is a quality control through the
ACGVE were there are site visits of the prograns,
where inspectors go in and actually collect data to
show that the programdirectors are providing the
appropri ate educational material and training.

And | think if you wanted a way to
actually see that the boards were doi ng what they
woul d say, you would require sone annual or some
revi ew process to show that the progranms have been
i nspected by the board, that they' re neeting the
training requirenents simlar to what the boards,
nost of them are inposing upon thensel ves right now

to make sure that the prograns are perform ng
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adequatel y.

And that requires sone formof on-site
i nspecti on.

M5. HOLAHAN: And do you think we could
do that through ACGVE or sone other --

MR. MAUER  Sone siml|ar mechani sm
yeah. Every board goes through a revi ew process
that their training prograns neet their
requi rements, and those training requirenents are
docunented by a site visit, and it’'s reported back
t hrough the ACGVE process.

MR. BROSEUS: Does that include
exam nati on areas of radiation safety?

MR. MAUER  That includes everything.
You know, when the site visitors go, they so through
and the programdirectors have to provide
docunentation, list the hours, the |lectures, who
gave the lectures, the tinme, and they re going so
far as requiring attendance records.

Now, |'mnot sure that you want to get
into it to that |evel, but you would want to have
some nechani smfor making sure that that kind of
revi ew process is taking place.

M5. HOLAHAN: Havi ng been through one, |

under st and.
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MR. MAUER  Yes, right.

MR. VAN DECKER: The only comrent | was
going to make is | think that there’'s some utility
to that, but | think we need to recognize that a | ot
of those site visits are nore for the clinical side
of things beyond just the radiation safety, and so
obviously if that’s a piece of it, that would help
you, but there may be other instances where people
are just attesting to radiation safety that are not
the clinical portions of the program and so there
may be a variety of ways to do that.

But | agree with Dr. Hendee. | think
that, you know, outcone stuff would be great, but it
woul d be difficult to do, and I think that the rea
goal is to be sure that everyone is fulfilling the
m ni mum requi rements across the board so that
there’s one standard of care across everyone who's
involved in the field.

| think that the sticky part of this
actual |y becones, you know, always the fear that
peopl e are going to start going their own ways, and
things will kind of ook a little different across
the field, and if you de-list sonebody, what does
that nean to those people who were certified at the

time that the board was an acceptable form of doing
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what they do? Are they now -- have to have a tine
part on -- you know.

Hopefully this is all abstract because
we hope we never cone to anything like that, |’'m
sure, across the table, but you could have a
situati on where you have peopl e who have an old SIR
certificate and now their board is no | onger
recogni zed and what do they do fromthere. There
are issues.

MR. BROSEUS: Let ne address that
because that did cone up in our working group. Can
you hear ne okay over there?

Yeah, because the possibility exists,
and one of the things that we plan in the working
group is to include some information in the
i mpl ementation and list that in our supplenmentary
information to deal with that particul ar topic.

It’s also why -- underlies additional
i nformation the working group feels should be on the
Wb site, which is how long is a board certification
good for, you know.

But we plan to | ook specifically at the
circunstance of an individual. |It’s certified when
a board is in good standing, and they shouldn't be

left out in the cold if the process was good at one
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MR. VAN DECKER: This raises an
i nteresting question of recertification of boards
t he same way we do

MR, BROSEUS: Well, that’s it, you know.

MR. HENDEE: | want to exercise a word
of caution here. | think the Anerican Board of
Radi ol ogy is probably not different from nost boards
in that the board certifies individuals to be sure
that they have nmastery of a body of know edge and
t hey have know edge of the clinical utilizations of
t hat body of know edge for the welfare of patients.

And the board admits into its
certification process graduates of accredited
training prograns, residencies, fellowships, or
medi cal physics training prograns.

Certification, the boards certify and
anot her agency or other agencies accredit the
training prograns, educational prograns, and that’s
done through the ACGVE, and under the ACGQVE, that’'s
the Accreditation Council for G aduate Medical
Education. That is a nulti-organizational sponsored
council. It stands independently.

And then under that, there are many

resi dency review comm ttees, one for each nedica
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specialty. The residency review comrittees review
the residencies and the fellowships in order to
accredit them

The board does not get involved in
judgi ng or review ng or exam ning the educational
prograns. That’s done by the residency review
comm ttee under the ACGVE. That’'s a separate
process.

So we take the word of those processes
and accepting candidates into the board exam but we
don’t independently verify the educati on and
training. That’s not our role.

If, and | think this would be foolish,
but if the NRC decided that it wanted to actually go
in and eval uate the education and training, you
woul d then have to work with the ACGVE and the
resi dency review conmttees, not with the boards
because we don’t do that.

The education and training is separate
fromthe board s certification process, and | think
you can’t hold the boards to the responsibility that
t hey are sonehow verifying that what they understand
i s being done is being done.

W depend on the ACGVE and the residency

review commttees to take care of that.
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MR. VAN DECKER: Wi ch is an argunent

for authorized user over programdirector.
MR. BROSEUS: Yeah. Aside fromthat
point, | don’t see anything that’s in the proposed -
MR. HENDEE: No, there’s not.

MR BROSEUS: -- stuff and so on. So |

MR. HENDEE: This was responding to the
di scussi on.

MR, BROSEUS: GCkay. More conmments on
i mpl enent ati on, de-listing?

One of the things that the Comm ssion
poi nted out was sonething they called due process,
whi ch makes the | awers’ hair stand on end, but we
need to nake sure that if a board is to be de-
listed, that there’s a procedure there, and the
wor ki ng group has wor ked t hrough sonething that we
think is pretty good, offers boards opportunity to
cone back and so on to consult with ACMJ and bring
this information to the Comm ssion, not just
sunmarily take them off the |ist.

M5. HOLAHAN: But what |1’ m hearing you
say, and | hope |I'’m not speaking for anybody in

particul ar, but you think of review process as
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probably the best way rather than review of nedica
events. Ckay.

MR. HENDEE: Wiy set yourself up with an
i mpossi ble criterion to satisfy.

MS. HOLAHAN:  Yeah.

MR. HENDEE: | did have anot her
guestion. It’s on a different issue slightly. |Is
t hat okay?

M5. HOLAHAN:  Un- huh.

MR HENDEE: [I'mstill alittle
confused. It’s actually in Part 35 as it currently
exi sts. Maybe you can help ne with this. | know

you're going to extrapolate it, but it’s the 70
years of experience, 70 years of education before
you can becone recogni zed as an authorized user or
as an authorized --

MR, BROSEUS: Well, no, seven years is
t he recentness of training.

MR. HENDEE: Yeah, recentness of
training. Wo does that pertain to and what do you
mean by "training" and "recentness of training"?

Can you just clarify that?

MR. BROSEUS: Suppose sonebody got board

certified eight years ago, and that’s what they used

as their basis for wanting to be an RSO. |f they
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didn’t have training and experience that kept them
up along the way, they don’'t qualify.

M5. HOLAHAN: O worked in the field.

MR. HENDEE: O course, you recogni ze
that at |least fromthe Board of Radi ol ogy’ s point of
view, and the other boards can comment, our
recertification process is on a ten-year cycle.

But | think what you're saying is that
if you're an authorize user, you are by definition
gai ni ng experience and training. So you would neet
t hat seven years’ requirenent.

So how do you not neet it? You stop
practicing for several years?

MS. HOLAHAN:  Yes.

MR. HENDEE: And then you conme back?

M5. HOLAHAN:  Un- huh.

MR. HENDEE: And then you would need to
have within the | ast seven years sonme additiona
educat i on and experience.

MS. HOLAHAN:  Yes.

MR. HENDEE: And what would that -- what
woul d constitute that? Just sone CME?

M5. HOLAHAN: | haven’t checked.

MR, BROSEUS: What does a board require?

MS. HOLAHAN: No, |’'d have to check
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MR BROSEUS: To nmmintain certification.

That’s part of it, too, really.

M5. HOLAHAN: Wl --

MR MAUER It would seemto nme that you
woul d have to redo the m ninmumtraining requirenents
all over again.

MR, BROSEUS: Ckay.

MR. HENDEE: Yeah, the problemhere is |
think the answer woul d be, yeah, we’ve got a
mai nt enance of certification process underway now,
but it’s on a ten-year cycle, and yours is on a
seven-year cycle. | think the only problemhere is
the difference in the cycles.

| nmean if you had it at ten years --

MR. VANEK: | don't know. | think if,
for instance, you know, years ago | was RSO on a
broad scope license. Well, now |’ ve been doing
radi ation, just strictly radiation oncology for a
whi | e.

So if | cane back and said now | was to
be RSO on a broad scope |icense again, does that
neet the seven years or is that -- | mean |’ ve been
still active, but it’s just that |’ve not
specialized primarily in radiation oncol ogy. Does

that nean |I’m not --

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

123
MR. HENDEE: We’'re all kind of guessing

as to what it means. W're looking to you to help
us under --

MR. VANEK: Right, right, and I'’mtrying
to throw out another exanple on that seven years.

MR, BROSEUS: That's kind of a QRA for
the existing rule really as how woul d one eval uate
the training and experience. \Wat does it take to
be -- and it varies between authorized user,
radi ation safety officer, et cetera, because the
Anerican Board of Health Physics certification is
good for four year, physicians for ten years.

Is it a real issue?

MR. HENDEE: It’s only --

MR. MAUER  Doesn’t the | anguage say
"training and experience or equival ent experience"?

MS. HOLAHAN:  Yes.

MR MAUER It says "equivalent." So it
gives a lot of flexibility, and that’'s -- well, |
think the way it’s worded i s adequate.

MR, BROSEUS: Ckay.

M5. HOLAHAN: Okay. Sally?

MR. BROSEUS: Cone to the mc.

This is Sally Merchant fromNRC s Ofice

of Enforcenent.
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M5. MERCHANT: Is this turned on?

| would only comment that that’s
unchanged fromthe previous, and it’s very, very
seldomthat we | ook at training and experience for
an applicant to be an authorized user where
recentness of training even comes in as a question.

In the past when that has happened, it
has to be reviewed on an individual basis, and we' ve
nost frequently taken to the ACMJl and said, "Here's
Dr. So-and-so. Here’'s what he has been doing the
| ast seven years. Doesn’t quite nmeet. Wat do you
t hi nk?"

And they generally cone up with, well,

i f he does, depending on the individual, this, this,
and this, then he will neet. So it’s sonething that
the staff generally -- it’s not within their
expertise for each individual physician who -- |
don’t know if |’ m being clear.

He obviously doesn’t nmeet. So the
licensing reviewer can’t just put himon, but they
al so woul d not nake sonme sort of decision because
it’s not within our expertise to say that physician
X should then do this, this, and this, and we think
he woul d neet .

W do take it to the advisory or have
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taken it the advisory commttee in the past, and
t here has never been an issue about it. | nmean

this is not new

MR. HENDEE: |’'mvery happy with that
answer. | didn't understand it then. | understand
it better now |'mperfectly happy with the answer.

M5. HOLAHAN: Okay. Thank you.

MR. BROSEUS: Do you think we’'re ready
to open it up for public --

MS. WASTLER | was going to suggest --

MR, BROSEUS: One nore.

MR. VAN DECKER: | only want to say one
| ast thing here. | just want to nmake sure that we
just touch base on it, and that’'s agreement state
recognition. | guess there’'s nothing that we’ ve
said here that has kind of changed with our beliefs
we're rolling into this, that we woul d have one
standard of care across the United States of Anmerica
at a certain point in time with agreenent state
accept ance of some of this.

MR. BROSEUS: Let ne state it a
different way. The training and experienti al
requi rements and so on -- and correct me if | say it
incorrectly -- are Category B.

M5. HOLAHAN: Conpatibility B.
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MR. BROSEUS: Conpatibility B, yeah

And so we’'re not changing that, what
they’re held to, the states. kay?

Now, states may inplenment somewhat
differently, okay, but they can’t change the basic
st andar d.

And | think we nmentioned a little bit
nore about this before you came in, Dr. Van Decker,
and that is, you know, now in the rul e agreenent
states may list or recogni ze boards, and there’'s no
change to that.

The wor ki ng group was al so | ooki ng at
tying de-listing primarily back to the state that
listed. That’'s sonething that you may want to think
about, but you know, if a state recognizes a board,
we’ re thinking about, you know, having the primarily
responsibility for maintaining, so to speak, the
listing be with the agreement state, and also to

list on the Web site the state that recogni zed the

board.

Yeah, Howar d.

MR. DI CKSON: Just one other thing. |
just don't feel |ike we’ve covered the maintenance
aspect quite adequately. |’mnot sure what you' re

| ooki ng for there.
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| understand that you woul d expect the

boards to make an initi al

li ke you' re expecting sone conti nual

application, but it |ooks

di al ogue with

the board with regard to any change in the

requi rements for certification.

Now, |

ki nds of things for the nost part.

realize those are slowy evol ving

So there

woul dn’t be a | ot of conmunication, but is there

going to be sonme obligation on the board s part to

reveal
years down the road?

MR, BROSEUS:

any changes to the NRC which may happen ten

Well, that’s one of the

things we tal ked about earlier, and that we woul d

see it as being a responsibility of the boards to

notify the Conmm ssion if
MS. HOLAHAN:
changes.

MR, BROSEUS:

changes in their process.

MR, DI CKSON:

be if they did not?

PARTI Cl PANT:
MR, BROSEUS:
MR, DI CKSON:
MR, BROSEUS:

If there are substantive

Yeah, for substantive

What woul d the penalties

De- | i sting.
Vwell, then I would --
Wul d they be de-Ilisted?

No, no. Then the staff
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woul d have to deal with it on an individual case.

MR, DI CKSON:  Well, I’mthinking that
there are certainly mnor changes that do occur
| i ke passing point determ nations. |’mnot sure
that you --

M5. HOLAHAN: That, vyes.

MR, DI CKSON: -- would be particularly
interested in those kinds of changes.

MR. VAN DECKER: | suspect if you took
your radiation safety questions off your test.

MS. HOLAHAN:  Yes.

M5. WASTLER: That mi ght create a
pr obl em

M5. HOLAHAN:  Yeah.

MR MAUER It’s rare that the boards
woul d be changing things. Usually it’s adding
things, if anything, but as long as they continue to
neet the mininumtraining requirements, it woul dn't
-- | assune you’d have to informthe NRC

MR. BROSEUS: And require preceptor
statenents

MR. MAUER  And require preceptor, but
any -- so it may be that the |anguage that you use
in specifying that woul d make cl ear that changes in

t he board training program --
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M5. WASTLER:  You can add all you want.

MR. MAUER  You can add as long as you
don’t change the core requirenents for the T&E that
are required by the NRC and the preceptor statenent.

M5. WASTLER Wl |, those are very
specific words that | think m ght be appropriate.
No?

You’ re shaki ng your head.

MR. BROSEUS: You tal ked about what the
board’s process is in the training area.

MR. HENDEE: Did you wite them down?

MR. BROSEUS: Well, we’'ll have themin
the transcript.

Il bet they're in your testinony for
this afternoon. No?

Ckay. We’'ll go back and | ook at, you
know, what people said here.

M5. WASTLER: Unl ess there are sonme
addi tional points the boards at the table would |ike
to discuss, | think it would be a good tine to open
it up to questions fromthe audience.

|"d just ask that when you conme to the
m c you please identify yourself for the
transcriptionist.

M5. FAIROBENT: |’ m Lynne Fairobent.
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I’mthe Director of Federal Progranms for the
Anerican Col |l ege of Radiology, and I'll give you ny
card afterwards.

There’s a couple of things that | think
do need clarifying that perhaps weren’'t brought out
in the discussion earlier.

First, just by way of clarification on
your recentness of training discussion, there is a
response in the Statements of Consideration on page
20294 of the April 24th publication of the final
rule that addresses this, and in fact, it does say
that these would be referred back to ACMJ on a
case-by-case basis as necessary.

So there is, has been deliberation on
t hat issue.

The other thing i would like to get sone
clarification on is recognizing the fact that the
agreenment states have an additional three years to
promul gate their conpatible regulations with NRC
find it alittle hard to imagine that an agreenent
state would, in fact, be the first one to recognize
a board that NRC has not already reviewed and
det erm ned whet her recogni zed status shoul d be
gr ant ed.

| think that it would be hel pful in the
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di scussion on the rule, especially on the

i mpl ementation criteria, to have | anguage incl uded
that addresses if a board is recognized by NRC. If
this is correct, then there is no need to apply to a
specific agreenment state to obtain recogni zed status
by that state or vice versa.

If for sonme reason a board applies to
let’s just say the State of Texas first for
recogni zed status, and Texas grants recogni zed
status, there then is no reason to apply to the
ot her 31 agreenent states and/or NRC for recognized
st at us.

| think that that would be hel pful to
have that clarification in there, and along with
that there nay be sonme reason to consider the case
that if a board applies to NRC for initial deemed
status and is deni ed, what happens if they then
apply to an agreenent state and are accepted, or is
t hat even an option?

For exanple, so if NC has deni ed deened
status and rather than the board com ng back and
working with NRC goes to the State of Texas and
Texas finds their process acceptable and grants
deenmed status, | don’t knowif we’'re getting into a

potential area. Hopefully that woul d never happen,
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but in looking at all of the previous statenents of
consi deration and responses to comrent, | have not
seen di scussion on those itens, and | think that
that m ght be very hel pful as you're refining the

i mpl enentation criteria for review and approval of
board status.

And the only other thing I would ask is
in looking at de-listing criteria is to consider
there has to have been sone criteria used over the
mul titude of years when the original Part 35 and
Subpart J was in existence, and although the boards
were hard wired in, | can’t inmagine that there
hadn’t been consi derati on given to what woul d happen
if a hard wired board no | onger should be hard
Wi red.

And | would just think that if there is
history on that, that that should be reflective in
how one goes forward in a de-listing process.

M5. WASTLER: Ckay. Thank you.

MR. BROSEUS: Thanks, Lynne.

M5. WASTLER:  Thank you very much. W
wi || consider those.

MR. UFFELMAN: |I'm Bill Uffel nan,
General Counsel and Director of Public Affairs in

t he Society of Nuclear Medicine. You have ny card.
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| guess following on ny 29 years’
experience of drafting regulations and | aws, Part
356 is a toughie, and | guess a couple of conments.

And Dr. Mauer raised the issue, and you
responded. One of the things that | think you ought
to give sone consideration to in this or nake somne
forward thinking how we’re going to deal with it in
the future is that the reality between unseal ed
source and sealed source is nore a reality of the
route of admi nistration rather than whether, in
fact, it was deened to be a sealed source in the
case of a Sl RSphere or TheraSphere, and as you said,
the unsealed material that, in fact, is admnistered
as if it was a traditional seal ed source.

Whet her that nmeans there needs to be a
poi nt three-sonething or other that says that
physi cians who are trained in this route of
adm ni stration, you know, can, in fact, be qualified
to use these nmaterials or something, there ought to
be a way to, in fact, you know, spell out in the
rule that there are people who are, in fact,
gqualified to do things that don't fit exactly in the
. 390, .490 breakdown that you have establi shed.

There’'s a space in between, if you will,

that both, in fact, can cross into.
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CGoi ng back to the de-listing, |I’m not
sure and maybe | mssed it sonmewhere, who initiates
the de-listing process. Can, in fact, there be a
conplaining witness, if you will, that wites you
and says, "l’ve noticed that people who are going
t hrough a program -- and perhaps it’s -- you know,
one of the issues | have is that -- and let’s step
away fromthe board. Let’s just talk about an
alternate process, the B process, if you will, as it
is in nmost of these.

Whet her in fact there’s a preceptor out
there who is signing off on people, you know, we
have the training programdu jour, if you will, that
sonebody said, you know, "I can nmake noney doi ng
this," and they're doing it, and they are, in fact,
signing off as a preceptor.

Who, how do you identify an individua
who perhaps is abusing the systemthat, as fornmer
counsel of Medical Ml practice Study Comm ssion of
the State of |ndiana, you know, it may not be
mal practice, but there’'s something fishy, you know,
goi ng on, and you perhaps need to, whether it’s in
the rule or, God forbid, guidance that you spel
out, how, in fact, that process -- you know, that

there are a list of people who are deenmed to not be
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qualified to sign off on certain activities and
i ndi vi dual s.

MR. BROSEUS: Do you have a suggestion?

MR, UFFELMAN. What the process woul d
be?

MR. BROSEUS: For identifying these
peopl e.

MR. UFFELMAN: These peopl e?

MR. BROSEUS: Yeah. You said don't put
themin the rule and don’t put themin gui dance.
What woul d you do?

MR, UFFELMAN. Well, I'’msaying it could
be in the rule, but I don't see lots of words in the
rule about de-listing, but you, in fact, should
have a provision that a nethod for conplaining, for
a conplaint to, in fact, be filed, and it puts it
i nto due process; that an individual who is acting
as a preceptor under, you know -- pick a nunber --
50, 290, 390, that they, in fact, are not qualified,
and then you woul d have to have a hearing process by
whi ch you woul d determ ne whether, in fact.

And that then may nmean that they get
referred back to their appropriate -- you know, how
did they becone a preceptor? Did they get it by

board? You know, do you go back to their origina
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board that certified them and have them de-Ilisted?

You know, you’d have to think about all
of the train that that entails, but there ought to
be a process that there are people who can’'t do
this.

| think those would probably -- you
know, you’ ve di scussed and hi ghlighted and cussed
and all of this. | think you re doing a good job,
and | commend you for that.

MR. BROSEUS: Thanks.

M5. HOLAHAN: Thank you very nuch.
Those are very good --

MR, BROSEUS: Great comments, yeah.

M5. HOLAHAN:. G eat comments. Thank
you.

MR. BROSEUS: Yeah.

MR HEVEZI: H . |'mJimHevezi,
representing the American Society of Therapeutic
Radi ol ogy and Oncology, and I’'d just Iike to nake a
coupl e of coments.

Wth Dr. U felman and Dr. Mauer,
radi ati on oncol ogi sts are al so part and parcel of
the users of sonme of these unseal ed sources. There
are a lot comng into the fray now with nonocl ona

anti bodi es and the |ike.
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Ei t her specialty if they have the
required training can use these to help patients,
and they probably conme froma different direction,
but nonetheless, | think the corments nmade are
appropriate in ternms of allowi ng either/or or both
to use these radionuclides.

The second comment concerning the
radi ati on safety aspects of new technol ogies Dr.
Vanek and Dr. Hendee addressed, and 1'd like to
support that. Being a radiation oncol ogy nedical
physici st, we have a radiation safety officer that
oversees all of the conpliance that we as
practitioners need to adhere to during any
particul ar procedure.

For exanpl e, high dose brachytherapy.
Certainly the radiation safety officer can’'t do what
we do in the planning and adm nistration with the
radi ati on oncol ogi st for patient care, but he or she
can insure that we're conplying with all of the
rules and regulations that in Texas -- we’'re an
agreenent state -- that Texas has set out for us.

And so even new technol ogi es, and as
Roger nmentioned, new conpliance issues will come to
the surface as these new technol ogi es get

i mpl enented, and the radiation safety officer wll
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have to insure that they institution and the
practitioners are conplying with those issues.

That’ s ny coments.

M5. WASTLER: Thank you very nuch.

Are there any ot her coments?

(No response.)

MR BROSEUS: |If there are no other
comments, there’s one nmenber of the working group
who joined us mdway through. Ron Zelac over here
is with our Materials Safety and | nspection Branch,
and I'd like to recognize his contributions to the
wor ki ng group.

They're actually our client. At
Rul emaki ng and Cui dance, we wite the rules, and we
have clients, and they are the ones that execute
t hese things, including the inplenentation.

Sandy, | want to go ahead and wi nd up.

M5. WASTLER: Well, unless there are
further coments.

MR. BROSEUS: | want to express ny
gratitude to all of you for the tine you ve taken to
t hi nk about these issues, to cone here and give your
consi dered opi nions, and know that we are going to
work to do the best we can to give you a good rule.

M5. HOLAHAN: |'d just like to say,
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again, ny thank you, and if you think about anything
on the way hone, we’ d appreciate your conments by
May 30t h.

MR. HENDEE: Well, can we respond by
expressi ng our appreciation for your openness today?
W' re all trying to acconplish the sane thing here,
wor ki ng together, and |I think this has been a good
meeting, and | think you have certainly clarified a
| ot of issues.

| think you’ ve made it possible for us
to work with you and function with you to get this
rul emaki ng goi ng.

So we appreciate very nuch the open
at nrosphere in which we’ve had this discussion

M5. HOLAHAN: Thank you very nuch.

MR. HENDEE: Thank you

MR. BROSEUS: |If there are no further
guestions or comrents, we’re adjourned.

(Wher eupon, at 11:36 a.m, the neeting

was concl uded.)
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