Official Transcript of Proceedings

NUCLEAR REGULATORY COMMISSION

Title:

Docket Number:

Location:

Date:

Work Order No.:

Advisory Committee on the Medical Uses of
Isotopes (ACMUI)

(not applicable)

Rockville, Maryland

Monday, July 8, 2002

NRC-455 Pages 1-118

NEAL R. GROSSAND CO., INC.

Court Reportersand Transcribers

1323 Rhode Island Avenue, N.W.
Washington, D.C. 20005



(202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

UNI TED STATES OF AMERI CA
NUCLEAR REGULATORY COWM SSI ON
+ 4+ + + +
ADVI SORY COWMM TTEE ON MEDI CAL USES OF | SOTOPES
(ACMUI)
+ 4+ + + +
MONDAY,
JULY 8, 2002
+ 4+ + + +
ROCKVI LLE, MARYLAND
+ 4+ + + +
The ACMJ net at the Nuclear Regulatory
Commi ssion, Two White Flint North, Auditorium 11545
Rockville Pi ke, at 1:00 p.m, Mnuel Cerqueira, MD.,
Chai rman, presiding.
COW TTEE MEMBERS:
MANUEL CERQUEI RA, M D., Chairman
JEFFREY A. BRI NKER, M D., Menber
DAVID A. DIAMOND, M D., Menber
DOUGLAS F. EGAl, MD., Menber
NEKI TA HOBSON, Menber
RALPH P. LIETO Menber
LEON S. MALMUD, M D., Menber
RUTH McBURNEY, Menber

SUBI R NAG M D., Menber

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

COW TTEE MEMBERS: (cont.)
SALLY WAGNER SCHWARTZ, Menber
RI CHARD J. VETTER, Ph.D., Menber

JEFFREY F. WLLI AMSON, Ph.D., Menber

ACMUI STAFF PRESENT:
ANGELA W LLI AMSON
LLOYD BOLLI NG

JOHN HI CKEY, Designated Federal Oficial

ALSO PRESENT:
WLLIAM R UFFELMAN, ESQUI RE

LYNNE A. FAI ROBENT

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

CONT-EENT-S
Call to Order and Openi ng Renarks
Dr. Manuel Cerqueira, Chairnman
Openi ng Renmar ks .
John Hi ckey
Tel econference Di scussion of June 21, 2002
Subconm tt ee Recommendati ons for the Training
and Experience Requirenments in the Revised
10 CFR Part 35, Medical Use of Byproduct Materi al
I ntroduction and Rational e
Section 35.50, Training for Radiation
Safety Oficer
Section 35.390, Training for Use of
Unseal ed Byproduct Material for Wich
a Witten Record is Required
Section 35.392 and 3.394, How to Deal
with the Use of Sodiuml-131
Section 35.490, Training for the Use
of Manual Brachyt herapy Sources
Section 35.491, Ophthal mc Use of
Strontium 90
Section 35.690, Training for Use of
Renote After-Loader Units, Tel etherapy
Units, and Ganmma Stereotactic

Radi osurgery Units

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

34

42

44

52

52

(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

CONT-EENT-S
Section 35.51, Training for Authorized
Medi cal Physicists
Section 35.55, Training for an
Aut hori zed Nucl ear Phar nmaci st
Section 35.190, Training for Uptake .
Dilution and Excl usion Studies
Section 35.290, Energy and Localization .
St udi es
Section 35.590, Use of Seal ed Sources for
D agnosi s
Agreenent State | nplenmentation of the .
10 CFR Part 35 Training and
Experi ence Requirenents
Status of the New ACMJI Appoi ntnments and
Fut ure Vacanci es
Comments fromthe Audience

General Di scussi on

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

57

62

78

82

88

94

98

100

110

(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

P-ROCEEDI-NGS
1: 04 p. m

CHAI RMAN CERQUEI RA: On behalf of the
ACMJI Committee, | would like to bring this tel ephone
conference to order

The mai n purpose of today's neetingis to
go over the recommendations of the NRC ACMJ
Subconm ttee on Training and Experience Requirenents
that were submitted to the main Conmttee and to the
NRC, and are now going to be discussed by the main
Comm ttee, and, hopefully, we will be able to reach
sonme conclusions on these revised training and
experience requirenents, so we wll fix sonme of the
problenms with the Part 35 revision.

Before we get into that, on behalf of the
Commttee, | would like to thank John Hi ckey for al
t he work that he has done with the Comm ttee over the
| ast year and a half, John. He's going to be noving
on to other areas within the NRC, and we appreciate
all the work that he has put into it. | personally
would like to thank him for helping us through this
fairly el aborate process. Thank you, John.

MR. HI CKEY: Thank you, Dr. Cerqueira.

CHAI RVAN CERQUEI RA: Does everyone here

have the version that is dated June 27th, 2002? Now
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there's an introduction and a rationale which goes
into sonme of the background material as to why this
was necessary. Does anybody have any comments or
changes they woul d Ii ke to make to the introduction or
the rational e?

MR. HICKEY: Dr. Cerqueira, this is John
Hi ckey. 1If | could just go over the arrangenents with
t he menbers?

| believe sone nore people just canme on
the bridge. |Is Dr. Nag on?

DR. EGGELl: No, thisis Dr. Dougl as Eggli.

MR. HI CKEY: Ckay, thank you, Dr. Eggli.
Is Dr. Nag on? |s Ms. Hobson on?

M5. HOBSON: Yes.

MR. H CKEY: Okay. This is John Hi ckey
from NRC headquarters. W would like to wel cone Dr.
Eggli, participating in his first neeting. He was
recently appointed as a nucl ear nedicine physician.
He's from Pennsylvania State University, Hershey
Medi cal Center.

Also, we wll welcome Dr. Brinker, as a
new appoi ntee interventional cardiologist. He has
participated in previous neetings as a guest, and he
has already net the other nenbers of the Conmttee.

This is an open neeting. There are
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menbers of the public present here in NRC
headquarters, and the neeting is being transcribed.

Dr. Cerqueira, | will turnit back to you.

CHAI RVAN CERQUEI RA:  kay, thank you very
much, John, for those comments.

We have four hours for this tel ephone
conference. Hopefully, we will be done nuch sooner
t han t hat.

Does the Conmttee feel confortable just
goi ng t hrough t he vari ous sections and gi vi ng comment s
and criticisns? | think that would be the nost
| ogi cal way to approach it.

Agai n, going back to the Introduction and
Rat i onal e, any unhappi ness with that or changes that
peopl e feel would be appropriate?

(No response.)

Okay, the no comments i s an acknow edgnent
of acceptance of what's been st at ed.

MR. HI CKEY: This is John Hi ckey. Those
on the phone, when you do speak, please identify
yoursel ves for the transcri ber.

CHAI RVAN CERQUEI RA: Al right, so the
next section will be 35.50, Training for Radiation
Safety Oficer. | think the changes here reflect the

Subcomm ttee neeting that was held in June.
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DR. WLLIAVSON: This is Jeff WIIianson.
May | nake a suggestion then?

CHAI RVAN CERQUEI RA:  Yes.

DR WLLI AMSON: I think it mght be
hel pful if the Subcomm ttee nenber who i s responsible
for each section perhaps briefly outlined what the
changes were.

CHAI RVAN  CERQUEI RA: That would be
wor t hwhi | e. Wio is responsible for the Radiation
Safety Oficer's section? Ws that --

DR. VETTER: Richard \Vetter was
responsi bl e for that, speaking.

Just toclarify, if | may, Jeff, when you
said, "outline the changes," do you nean fromthe June
21st docunent ?

DR. WLLIAVSON: No, | think that this is
a broader group. So | think it would be useful if you
just basically went over the new training and
experience requirenent and highlighted the changes
relative to the recently-published Part 35.57.

DR. VETTER Right, okay. The recently-
publ i shed 35.50 -- actually, 35.57 is the grandfather
cl ause, but the recently-published 35.50, that is the
revised Part 35, did not |ist boards. The

Subconmi ttee, as we di scussed whether or not to |ist
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boards, decided that -- we didn't actually take a
vote, but | think the consensus was that we would Iike
to recommend that sone boards actually be hard-wred
in, if you wll, to the regulation. That is, those
that neet the specific criteriathat are identified be
hard-wired in, and that is paragraph (a).

So relative to the issue of radiation
safety, there are three boards that neet those
requirenents, and they are |listed here. Those three
boards neet the requirenents of paragraph (b).

Now t he recent| y- publ i shed Part 35, as you
recall, required that any board that would be
recogni zed by NRC satisfy the requirenents, the very
specific training requirenents, which are now
paragraph (c), and, in addition -- |I'm sorry, the
boards nust require that applicants neet those
requirenents and also require that the applicant
provide a preceptor letter that is signed by soneone
who testifies, if you wll, that the individual is
conpet ent .

In the charge to the Conmttee, we were
asked to devel op a reconmendati on where bei ng board-
certified would be the default. So this first section
iswitten in that way, that anyone who would ful fill

the responsibilities of Radiation Safety O ficer nust
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be certified by one of the |isted boards or by anot her
board that neets the requirenents of paragraph (b).

That is, inthis particular case you hold
a degree; you have a certain nunber of years of
experience, and you have a supervising physicist or
RSO testify, if you will, that you, in fact, have
conpleted that training requirenent. That is, the
board woul d have to have a letter fromthe supervising
physicist or RSO testifying that you have conpl et ed,
that the RSO has conpleted -- that the applicant has
conpl eted the training.

Then, finally, the Conmttee felt very
strongly that if individuals could pass the
exam nation of a board of peers that tested in the
subject area -- and in this case it is primrily
radi ation safety, but also it 1is sonme physics
i npl emrentation, and so forth -- that that, in fact,
denonstrates that the individual has the know edge to
do the job

So paragraph (b) is actually alist of the
criteria that any new board would have to neet in
order to be recognized by the NRC, and the three
boards |isted i n paragraph (a) do, indeed, neet those
criteria.

Par agraph (c), then, is unchanged. That's
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basically the alternate pathway. W did not nake any
changes in that, with the exception of the very |ast
item in paragraph (c) which has to do with witten
certification. There again, we renoved the -- let's
see, was there -- | need clarification. Wis there a
requi renent? Yes, there was, in that paragraph there
was a requirement that the preceptor sign that the
individual 1is conpetent to practicum So this
paragraph (c)(3) does not have that in it.

Then paragraph (d) is the basically
unchanged certainly philosophy. That is, anyone who
can be approved to be an authorized user, nedical
physi ci st, or nucl ear pharnmaci st can al so serve as the
Radi ati on Safety Oficer

Then a second charge of the Subcommttee
was to decouple the nodality-specific training from
the board. Paragraph (e) does that. So this is new

So, in other words, paragraph (e) says, it
doesn't matter whether you're board-certified or go
through the alternate pathway; you nust denonstrate
that the |icensee nust assure that the individual who
will serve as Radiation Safety Oficer has the
training in radiation safety, regulatory issues,
energency procedures, proposed clinical procedures,

and so forth, for any nodality for which the |Iicensee
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is licensed or seeks authorization.

So that, in a sense, decouples it fromthe
board, but the board doesn't have to assure that the
individual has the experience in the specific
nmodality, but the licensee nust assure that the
Radi ati on Safety O ficer has that experience.

M5. HOBSON: |'mnot sure there's anything
about that on ny copy.

MR. HI CKEY: Excuse ne, Ms. Hobson, could
you speak up or try to increase the volune in sone
way ?

M5. HOBSON: Well, | was just saying that
my copy as ny conputer downl oaded it does not i nclude
the (a), (b), (c¢), (d), and (e) that Dr. Vetter was
referring to. Aml the only one that has that kind of
a copy? Is it a peculiarity of ny conputer?

MS. McBURNEY: Are you on 35.507

M5. HOBSON: Yes.

MS. MBURNEY: Training for Radiation
Safety Oficer?

M5. HOBSON: Yes.

M5. McBURNEY: |t shoul d have.

M5. HOBSON:  No, no.

DR. VETTER It nust be your system |[f

you have a specific question on a specific paragraph,
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just nention that.

M5. HOBSON: Ckay, | did have a question
about if any additional boards besides the three that
are |listed here woul d go through a process of becom ng
accepted by the NRC before their certification would
be accepted?

DR. VETTER: That is our recomrendati on,

yes.
M5. HOBSON: Ckay, all right. Thank you.
CHAI RVAN CERQUEI RA:  Agai n, this is Manuel
Cer queira. If people could identify thenselves, it

will make it easier for the transcriptionist.

| would like to add one point that is the
result of a Subconmttee neeting. W had quite a
di scussi on about conpetence, and everyone agreed t hat
conpleting the training and experience is what, with
the certification from the supervising individual,
woul d be required. This is sonewhat different than we
had included in the original, but I think, as aresult
of listening to the boards and as a result of the
di scussions, nost of wus felt confortable wth
"conpleted the training and experience," and this
woul d be used throughout the docunent, not just for
the Radiation Safety Oficer, but for the other

i ndi vidual s as wel | .

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

14

Ckay, any other discussion on the
Radi ati on Safety Oficer?

MR LIETCO Are we opening it up to
specific cooments? This is Ral ph Lieto speaking.

CHAI RVAN CERQUEI RA:  Yes.

MR. LI ETC I have a coment, and | am
just going to repeat sone of the things that | had
sent previously to the NRC This was a comment

t hroughout all the training.

For exanple, if we go to 35.50, Part (b),
No. 3, which says, "to provide a witten certification
from the supervising physicist or RSO " individuals
don't certify, and | think D ck recognized this.

My suggestion was that using the word
"attestation," or if there is another termthat the
NRC woul d prefer that for now!l guess to the preceptor
concept, | think we nmaybe want to change that all the
way t hroughout, because |I don't think anybody i s goi ng
to want to sign a statenent that they certify an
individual. | don't even know if they can, but that
is a coment for this specific part and also
t hr oughout the training requirenments for t he
aut hori zed users.

DR. VETTER Richard Vetter.

| think that is a very good point,
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particularly since it falls within the paragraph that
i s tal king about certification boards, using the word
"certification" in tw different contexts there. So
| woul d support Ral ph's suggestion that we change it
from"certification" to sonme other word, "attestation"
or "witten docunentation.” | don't know what is the
best word, but | do agree with what he said.

MR. LIETG M next comrent has to do with
t he paragraph above it on No. 2 and maybe al so to Di ck
and to the NRC staff. | guess there is sonme wording
inthere that | thought I'ma little confused by, the
word "responsi bl e prof essional experience.” | guess
| amkind of bothered by that word "responsi bl e" bei ng
inthere and woul d naybe recommend t hat we just del ete
t hat word.

DR. VETTER: Were's t he wor d
"responsi bl e"?

MR LIETO It's No. 2. It would be
(b)(2) where it says, "to have five or nore years of
responsi bl e prof essi onal experience.” | don't knowi f
that is maybe taking verbatim from sonme other
ref erence.

DR. VETTER That is verbatimfromone of
t he boards.

MR LIETO  Okay.
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DR.  VETTER But we don't need to go
verbatimfromthe board. | don't have a problemw th
del eting that.

MR. LIETO The other thing was, in that
sane paragraph, was professional experience versus
applied health physics. | should say professiona
experience in health physics versus applied health
physics. |Is there sone place where that is clarified?
| know it is not in here, but, | nmean, is there a
reference that can be cited where there is that
di sti ngui shnment bet ween t hose t wo terns of
radi ol ogi es.

DR. VETTER This is R chard Vetter.

| think the reason the word "applied" is
there is so that we assure that the person applying to
becone certified is not someone who is sinply a book-
| earner; that is, they have never been in an actual
operati ng environnent.

We are suggesting that the individual
actually has to have worked in the environnent. In
other words, it would be difficult for a person who
went right from graduate school into a faculty
position, never actually practiced, to neet this
requi renment.

Just let nme expand on that a little bit
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more. It is not that we are trying to excl ude anyone.

MR LIETO Right.

DR. VETTER It is just that we felt that
it was inmportant that the individual actually has been
in an actual environnent practicing health physics,
taki ng neasurenents, doing calculations, doing all
those sorts of things, doing surveys, so that they
actually have sone real experience. That was the
pur pose of that.

M5. SCHWARTZ: Maybe you coul d change --
Sally Schwartz -- change the wording to "three years
wor ki ng in health physics"?

DR. VETTER This is R chard Vetter.

You're al so working if you are sitting at
a desk doing cal culations, and you' ve never actually

took on a survey neter.

CHAI RVAN  CERQUEI RA: This is Manuel
Cer queira.

Ral ph, I nmean you see the intent, what we
are trying to get at. Do you agree with requiring

sone practical applied requirenent as opposed to
cl assroon?

M5. McBURNEY: This is Ruth MBurney.

| think that goes also to the start of

that No. 2, where you can have graduate training

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

18

substituting for two years, but you've got to have at
| east three of those years in applied health physics.
You couldn't just have graduate training or, as Rich
menti oned, faculty-type work.

MR. LIETO. But the applied would not, if
| am understanding correctly, would not necessarily
have to be in a nedical or nodality-specific
environment, is that correct?

DR VETTER: This is Richard Vetter. That

is correct.

MR LIETO Ckay.

DR. VETTER  Paragraph (e) takes care of
t hat .

MR LI ETC Ckay, right. Ckay. Al
right.

CHAI RVAN CERQUEI RA: So can we keep that
as is, Ralph?

MR LIETO [|I'msorry?

CHAI RVAN CERQUEI RA: W can keep that as
t hrough using "applied health physics"?

MR. LIETO That's fine.

CHAI RVAN CERQUEI RA: we' | t ake
"responsi bl e" out.

Ckay, other comrents?

MR. LIETO This is Ral ph Lieto again.
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On the | ast paragraph, that Section (e),
where it decouples fromthe board certification, just
to be sure that | understand this correctly, because
there has been a question brought up. This would
all ow, then, say, a tel etherapy physicist to be an RSO
over, say, a nuclear nedicine area if they can
denonstrate the training that neets the requirenents
of Section (e)? |Is that correct, Dr. Vetter?

DR. VETTER Yes, that is correct.

MR LIETO kay.

DR. WLLIAMSON: This is Jeff WIIlianson.
| would like to ask M. Hickey if he agrees with that
interpretation.

MR. HI CKEY: This is John Hickey.

The intent was -- | believe this is not
the Subcommttee's wording. | think this is fromthe
exi sting regul ation. The intent was if they have

experience with simlar types of materials. Soif you
i nclude a paragraph (e) which says they have to have
-- this, taken in total, would say that they have to
have the right traini ng experi ence and experience with
the radi oactive material. So | would agree with Dr.
Vetter.

DR. WLLI AMSON: Because why | asked, it

says in (d), "has experience with the radi ati on safety
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aspects of simlar types of use of byproduct materi al
for which the individual has Radiation Safety O ficer
responsibilities.”

| guess, then, what it also neans is, by
ext ensi on, a nucl ear nedi ci ne physician could becone
the RSO of a broad scope |icensee?

DR. VETTER This is R chard Vetter.

The answer, ny opi nion, the answer to that
is yes, if he or she neets the requi renents of (d) and
(e), or specifically (d).

DR. W LLI AMSON: Yes, you know, it is not
clear to nme, | guess what | amsaying, it is not clear
tonme that the requirenents in (d) are the sane as the
requirenents in (e). | mean, one interpretation of
(d) and (e) is that (e) provides for the Iless
stringent training and experience that's nodality-
specific, and the intent of (d) is kind of to limt
the person to be an RSO of an operation that is nore
or less limted to what the person is already
authorized to do as an authorized user or AM.

DR VETTER Yes, | agree wwth that. This
is Richard Vetter. | agree with him

DR, WLLI AVSON: And, you know, its
intention is to serve the small single or small

|icensees that have nmaybe one or two nodalities
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avai l able, such as only nuclear nedicine or only
tel etherapy or only brachytherapy, in which the nost
qual i fied person available to do that is probably an
authorized user or AMP working with the specific
nodal i ty.

M5. McBURNEY: This is Ruth McBurney, and
it is probably a nedical physicist in a therapy that
was a trained therapy physicist would probably neet
the alternative pathway of (c) by virtue of their
education and nost of the experience, and if they had
just alittle extra in nuclear nmedicine, probably they
could be authorized as an RSO for nucl ear nedicine.

MR. LIETO This is Ral ph Lieto.

The comment that Jeff brought up, that
seens to present sort of | guess a danger, for |ack of
a better word, that would all ow soneone with m ni nal
qualifications to be RSO over extrenely nultiple-
nmodal ity-type licensees. Wll, you know, do we want
to do anything about that?

DR. WLLI AMSON: It woul d be sonme concern,
| guess. | can see it cutting both ways, but | want
toremnd the Conmttee and Subcommi ttee of one of the
positions that Bill H ndee presented in behalf of the
ABR. He basically notes that in Subpart (c), the old

requi renent, they list in there anybody boarded by t he
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Aneri can Board of Radi ol ogy, Anmeri can Board of Medi cal
Physi cs and Radi ati on Oncol ogy, and a bunch of ot her
things. They are listed as nenbers of the -- they can
be RSGCs.

So on the negative side, it seens to ne we
are making it nore difficult for certified therapy
physicists to be RSGs of broad-scope |icensees, and
maybe i n sone cases that m ght be the best and nost --
how could | say? -- safety-conscious decision for a
given licensee to namke, as the alternative being
sonebody who is not onsite, who's a consultant RSO
and is not there, and so on. That is kind of an
awkward dilema to be put in. So I think it's
possible that it cuts on the negative side a bit.

In another direction, it can cut on the
negati ve side by, as you pointed out, Ral ph, allow ng
sonebody that really doesn't have the basic education
and technical knowl edge to absorb all of these
nmodal ities and their safety aspects, and doesn't have
a gl obal enough know edge of the regulations, and so
on, to be the RSO of a really conplex program That
i s another concern. So it could also let in sone
underqual ified people, and it m ght al so cut out sone
mai nly well-qualified people.

MR.  HI CKEY: Could the |ast speaker
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identify hinsel f?
DR W LLI AMSON: l"m sorry, | couldn't
under st and what you sai d.
MR, HI CKEY: Could you identify yourself,
pl ease? Didn't catch your nane.

CHAI RMVAN CERQUEI RA:  Jeff WIIlianson.

DR. W LLI AMVSON: I'"'m sorry, Jef f
Wl lianmson.

CHAI RVAN  CERQUEI RA: This is Manuel
Cer queira.

So how do you want to handle this,
Ral ph - -

MR. LIETO | guess | have been answered
satisfactorily on that. | see this as, | guess, a

doubl e- edged sword here, but | guess we don't want to
make it overly restrictive in the sense that we do cut
out vi able candidates for this position.

One thing that | would just want to add to
this, as | had in nmy previous comment, was that it
tal ks about training requirenent being satisfied and
by training under a supervised individual. | guess
woul d just like to add that there be sone attestation
stat enent, agai n, about the satisfactory conpletion of
that training under Item (e).

(Pause.)

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

24

In other words -- this is Ralph Lieto
again -- nmaybe a statenent to the effect that, quote,
"supervising nedical physicists or Radiation Safety
Oficer nust attest in witing to the satisfactory
conpletion of the training."

DR. VETTER This is R chard Vetter.

Qur i nt ent here was to put t he
responsibility on the licensee to assure that the
Radi ati on Safety O ficer had the trai ning needed. W
assunme that licensing, if they wanted to pursue it,
woul d ask the licensee to verify that they, in fact,
di d have the training.

So what training are we tal king about?
The | ast sentence, "the training requirenent may be
satisfied by neeting training supervised by an
aut hori zed nedical physicist,” et cetera, "who is
aut horized for the nodality." So a |icensee would
t hen have to be able to denonstrate that that training
occurred.

| am not arguing against what you are
saying, Ralph. | amjust saying that it is our intent
here was for the burden to be put on the |licensee, and
not to prescribe how, in fact, they coul d denonstrate
that the training had occurred.

MR. LIETO So you're suggesting that --
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DR. VETTER | guess | was just making it
alittle bit nore explicit that there needs to be a
docunented -- in other words, | could see the |icensee
could get this fromthe supervising physicist or RSO
yet it mght not be in witing. | guess | was just
sayi ng that there needs to be a docunentation that the
training was conpleted satisfactorily; that's all.

CHAI RVAN CERQUEI RA: Wl |, Ralph, thisis
Manuel Cer queira.

On (b)(3) you had us take certification
out for conpleted the training and experi ence, and now
here you want to put it back in sone way that there is
a docunent ed conpetency or satisfactorily concl usion.
Wiy would it be different in (b)(3) than in --

DR. VETTER  Well, in (3) you're asking
for -- it uses the word "certification.”

CHAI RMVAN CERQUEI RA:  Ri ght.

DR VETTER I"'m just kind of using
Webster's definition of attestation and just saying
that the |licensee needs to have this docunent that the
person has received, conpleted this training
satisfactorily; that's all.

DR. WLLIAMSON: This is Jeff WIIlianson.

But isn't it the case that, if this is

required, there is an understood obligation of the
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i censee to be abl e to provi de docunentation that this
training occurred if an inspector asks for it?

DR. VETTER Right, but who does it cone
fron? Let's say you hired a person and he says, "Yes,
| have it. I'll wite you a docunent that says | have
it," as opposed to the person that did the actual
supervi sion of the training. That is what | was
sayi ng.

DR. WLLIAMSON: | amjust concerned that
we are neking nore conplexity and bookkeepi ng and
making it nore prescriptive than it needs to be. |
mean, there is kind of a not-so-well-established for
RSO, but | think there are fairly well-accepted
pat hways for getting this nodality-specific training
for authori zed users and aut hori zed nedi cal physicists
with the different nodalities.

| think to put in place another sort of
| evel of formal letters, | just don't see why it is
necessary.

MR LIETO Well, this is Ralph Lieto
agai n.

| seem to recollect that there was a
concern -- | don't know if it was brought up in the
Comm ttee neetings or at the hearings or where -- that

there was a problem and there were requirenments for
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these trainings, and so forth, but no one had to
necessarily attest to the fact that the person
conpleted it satisfactorily. In other words, they
could say, "Yes, this person did the training, but
they're really not conpet ent to function
i ndependently."

| think that was a concern that was rai sed
several tinmes in the past. My recommendati on was
sinply to address that issue: that if you' re goingto
say that this person is conpetent to be an RSO, then
you should be willing -- and you supervised that
training -- then soneone should be willing to put
their nane that they were conpetent.

DR WLLI AMSON: This is Jeff WIIlianson
agai n.

We actually did discuss the general issue
alot. This is far nore general than this paragraph
(e), because the general position that t he
Subcomm ttee took was that the preceptor statenent
definition as witten in the recently-published Part
35 was so strong it required the preceptor to attest
to the clinical conpetence of the applicant and the
ability to practice independently; that we felt that
there woul d be a probl em because preceptors woul d be

unwilling to sign such vague and wunquantifiable
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statenents, for fear of taking on -- for fear of
future liability, 1f it turned out there were sone
i ncident down the line involving the applicant.

So we backed off and wanted to go with
not hi ng nore strong than satisfactorily conpl eted the
trai ning program which, you know, is black and white
and can be quantified that they did or did not, and
| eave it at that.

CHAI RVAN  CERQUEI RA: This is Manuel
Cer queira.

| would Iike to hear sone other Comm ttee
menbers kind of give us their view on this. Rut h,
what do you think would be -- | nean, we had this
di scussion through nultiple years of devel oping Part
35 revisions and then also during the Subcommittee.
| thought that this |anguage had sort of finally
captured what we felt was putting enough teeth into
it, but not making it so restrictive. Ruth?

M5. McBURNEY: Yes, this is Ruth.

I think that, from a regulatory
standpoint, if sonebody wants, if an i nspector wanted
to see that sonebody had conpl eted that training, that
there m ght be sone sort of docunent avail able. But
| think we decided not to put it into rule as far as

requiring that to be submtted as a licensing, as a
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part of the |icensing process.

CHAI RMVAN CERQUEI RA: Vell, | think that
was the general --

M5. McBURNEY: For the nodality-specific
trai ni ng.

CHAI RVAN CERQUEI RA:  Dr. Eggli, thisis a
whol e new i ssue for you in sonme ways. Do you have any
comments on this particular requirenent?

DR EGGLI: Well, | participated in one of
the early Part 35 workshops. The issue is, wherever
you set the bar for training and experience, no one
shoul d be able to crawl under the bar rather than | eap
over it. Havi ng no defined docunentation pathway
| eaves the potential for people to craw under the
bar .

CHAI RMVAN  CERQUEI RA: Ckay, al though,
again, the SNM gave us pretty strong |anguage that
none of this should be required. So that runs a
little bit against what sone of the earlier
recommendat i ons have been.

Dr. Mal mud, your coments? Dr. Ml nud?

DR. MALMJUD: Yes, ny feelingis that, when
we are overly prescriptive, we create new problens
t hat woul d not ot herw se have occurred.

Are you able to hear ne?
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CHAI RVAN CERQUEI RA:  Yes, yes.

DR, MALMUD: My own feeling is that it
woul d be better to certify that the individual had
conpl eted a trai ning program \Wat the individual has
done subsequent to the training programis not, in ny
m nd, sonething that can be attributed to the training
program itself, which addresses the issue that was
rai sed about a liability of the person who certifies
for the training program being held responsible
forever.

| think we are responsi ble for that which
we did while we were in charge of the training
program |If the individual |oses his capability for
one reason or another beyond that, | don't think we
can be held responsible for that.

So | wuld Ilean toward the |ess
prescriptive, and running the risk, | agree, of
sonmeone crawl ing under the line rather than junping
over it. But | don't know that there is any way in
human behavior that we can prevent every possible
breach from occurring.

My preference would be to be Iless
prescriptive.

CHAI RVAN CERQUEI RA: Ckay, let's have

David's coments then. Thank you.
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DR. WLLIAMSON: This is Jeff WIIlianson.

Anot her point to be made is that this is
a newrequirenent. It is not present in the Subpart
(j). It does not seemthat there is any evi dence t hat
this has caused a crisis in public safety. Like are
these whole lines of people crawing under the wire
endangering the radiation safety of numer ous
operations? The existing systemworks. So why make
it nore difficult?

DR MALMUD: Yes, the nost significant
issue that we had at our institution was with a very
wel | -trai ned person who, for sone reason or anot her,
wasn't behaving well. So | don't know that the issue
of being overly prescriptive woul d not have dealt with
that issue, while at the sane tine | agree we can't
| eave the door w de open.

So ny tendency would be to go with those
menbers of the Commttee who prefer being |ess
prescriptive.

CHAI RVAN CERQUEI RA:  kay, Davi d Di anond,

do you have any feelings on this issue?

DR. DIAMOND: | actually rather like the
| anguage as it is right now | think that it is not
too overly prescriptive. | think it gives enough
guidance, and | like the way it is right now
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CHAI RVAN CERQUEI RA:  Ckay, good. Dr. Nag?

(No response.)

| guess he's not on at this point.

Sally, do you have any conments?

M5. SCHWARTZ: No, | think that as it is
witten is an acceptable --

CHAI RVAN CERQUEI RA:  Ckay. So | think we
have had a fairly good discussion on this. | think
peopl e understand your concerns, but | think the
feelingis that, as it is currently witten, it would
still deal with some of the issues that you have
br ought up.

DR. MALMJUD: And that's ny interpretation
as well. This is Ml nud again.

CHAI RVAN CERQUEI RA: Yes. Ckay, well,
again, just on behalf of ny constituency, the nuclear
cardi ol ogi sts, again, | would love to get a
clarification also, but if someone is an authorized
user so that a private practice cardiology office, an
aut hori zed user under (2)(D) of this section would be
able to qualify as a Radiation Safety O ficer. That
was brought up during the discussion, but | just
wanted to make sure that that was agreed upon by
everyone.

Okay, well, I think we have had a fairly
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good discussion on this. Sone of these issues wll
cone up with sonme of the other ones, and we wl
probably won't have to go into it in as nuch detail.

So ot her than a few changes under (b)(2),
taking out "responsible" and then trying to cone up
wth a different word under (b)(3) for certification,
| think the feeling is to |leave the rest of it as is.
Ri chard, is that your understanding al so?

DR. VETTER: Yes, t hat IS nmy
under st andi ng.

CHAI RVAN CERQUEI RA: Ckay. John?

MR. H CKEY: Dr. Cerqueira, John Hi ckey.
| just wanted to clarify an inportant point with Dr.
Vetter that will apply to all the sections.

| want toclarify that it is the intent of
t he Subcommittee that the boards that would be Iisted
woul d have to be eval uat ed agai nst paragraph (b) and
nmeet paragraph (b) in order to continue to be |isted.

DR. VETTER This is Richard Vetter.

Yes, t hat is the intent of t he
Subconmmi tt ee.

MR. HI CKEY: Thank you.

DR. MALMUD: This is Ml nud.

Going back to (b)(3), mght the word

"statenent" suffice instead of "certification"?
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"Provide a witten statenent from a supervising
physicist" --

DR. VETTER This is R chard Vetter.

| would certainly support the use of that
wor d.

CHAI RMAN  CERQUEI RA: | think we wll
probably have to get sone idea from counsel on the
appropri ateness, but on that | think everyone agrees
t hat maybe "certification” is too strong a word to put
inthere, but "attestation" or sonme other appropriate
word or "a witten statenent” would be fine.

Ckay, should we go on to 35.51, Training
for an Authorized Medical Physicist?

DR. DI AMOND: Excuse ne, Dr. Cerqueira.
This is Dr. D anond.

CHAI RMVAN CERQUEI RA:  Yes.

DR. DIAMOND: | was under the inpression
we woul d be able to do the therapy sections first. |
have a fairly limted anmount of tinme | can be on a
conference call today.

CHAI RVAN CERQUEI RA: You're right, that
had been requested. If no one else has any
obj ections, then why don't we do that?

DR. DIAMOND: So let's please direct our

attention to 35.390, which is the first section that
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| worked on. This is Training for Use of Unseal ed
Byproduct Material for Wiich a Witten Record is
Requi r ed. This is about 5-d-iodine, which | wll
address in a mnute. | wll give you a second to get
to 35.390.

For those of you who aren't famliar,
thereis aparallel structureto all of these therapy-
related sections; sinply, smal | paragraph (a)
addresses the board pathway. Smal | paragraph (Db)
di scusses the alternative pathway, and then small
paragraph (c) enunerates the boards that are |isted.

So just to highlight the changes
basically, small paragraph (a), this is indicating
that there nust be successful conpletion of a
residency program either radiation oncology or
nucl ear medi ci ne.

Paragraph (b) is essentially exactly the
sane.

DR. MALMJUD: Dr. D anond?

DR. DI AMOND:  Yes?

DR. MALMUD: This is Leon Ml nud.

May | ask a question about --

DR. DI AMOND: Yes, sir.

DR. MALMUD: -- that paragraph? It says

-- this is Section (a)(1).
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DR. DI AMOND: Yes, sir.

DR. MAL MUD:. "A  mninmum three-year
residency program in nuclear nedicine." Now what
woul d happen to a radiol ogi st who is board-certified
i n radi ol ogy and a one- or two-year programin nucl ear
medi ci ne to augnent that and becone certified? Wuld
that qualify as a three-year progranf?

DR. DI AMOND: My understanding, Leon, is
that a radi ol ogist who is currently board-certifiedin
practice woul d be grandfathered fromthese changes.

DR. MALMUD: Thank you.

DR. DI AMOND: And I'm sorry, smal
paragraph (c) is just ny attenpt to enunerate the
boards in nuclear nedicine or radiation oncol ogy
currently recogni zed by the Comm ssion. As Dr. Hickey
just nmentioned, in all these sections, of course, the
staff woul d go back and assure that all the paragraph
(b) requirenments were nmet by that particular board
before they were included in the regul ation.

So | woul d be appreciative to hear the --
oh, by the way, Ralph, | noticed that on the
al ternative pathway, | used the word "attestation" for
you.

MR LIETO Right.

DR. DI AMOND: Okay. At least it would be
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good to hear any comments fromthose fol ks who weren't
on this working group or Subcomm ttee, please.

DR. WLLIAVSON: Jeff WIIianson.

The currently-published training and
experience requirenment lists as a requirenment 12 cases
of iodine greater and less than 30 mllicuries, and
have forgotten what the other two categories are. But
you' ve dropped that out?

DR. DI AMOND: | used what | thought was
the currently-recommended | anguage. Jeff isreferring
to paragraph small (b), capital (G, where there are
four subsections of 1, 2, 3, and 4.

DR. WLLIAMSON: Here they are, yes.

DR. DI AMOND: And they are enunerated
there for you, Jeff.

DR, W LLI AMSON: Yes, but | guess the
guestion is, do you think that --

DR. DI AMOND: That was supposed to be
verbatimfromwhat's --

DR. WLLIAVSON: Yes, | know that there,
but ny coment is that one could get through, you
know, be board-certified in radiation oncol ogy, have
come through a program where they didn't even do one
radi onucl i de application, and be an authorized user

for this.

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

38

| am wondering if it wouldn't be wise to
take the paragraph small (b)(1)(G, 1 through 4, and
put it as a separate section and say, regardless of
whi ch of the three pathways you cone from a listed
board, a new board to be vetted in the future, or
alternative pathway, you need to do these 12 cases.

DR. DI AMOND: Right, that's one option
The other option is sinply to say that any doctor
comng on staff to a nedical center who wi shes to go
and have a specific privilege -- let's say you're a
radi ati on oncol ogi st and i n your training you' ve never
used radi oactive iodine. Wll, in that case you would
have to go, when you apply for privileges and they
w ||l ask you, "Have you done this,"” and you say, "No,"
then you will not be granted privileges for that
particul ar subnodal i ty. That is the nore
straightforward way to handle it, in nmy opinion.

MR, LIETO This is Ralph Lieto.

Dr. Dianmond, | kind of agree with Dr.
W 1ianson because nmy concern is that -- and correct
me if | am wong -- but npbst radiation oncol ogy
resi dencies don't I nvol ve t he unseal ed

radi ophar maceuti cal end of therapy. How would, say,
soneone applying to the NRC, how would they know

whet her their traini ng program i ncl uded
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radi ophar maceuti cal therapies?

DR. DI AMOND: Well, Ralph, there is a
tremendous disparity in radiation oncol ogy prograns.
| can't give you a breakdown --

MR LIETO Ckay.

DR. DIAMOND: -- but | would say it is a
50/50 m x. | have no specific objections in principle
to changing this around to be nore prescriptive, in
ot her words, to tell the Anerican Board of Radi ol ogy,
Section of Radiation Oncol ogy, that they nust go and
meet requirenents 1 through 4 to grant Dboard
certification.

DR WLLI AMSON: No, | didn't say that,
David. I'msorry, this is Jeff WIIlianmson again.
said that an authorized user is one who is certified
by the American Board of Radiology and Radiation
Oncol ogy or sone other board for nuclear nedicine or
has this followi ng alternative experience.

The | ast paragraph would be, "In addition
to t he above paragraphs (a) through (b), an authorized
user for radi opharmaceutical therapy should have this
di stribution of case experience."

DR. DI AMOND: And what | woul d propose,
Jeff, is | wuld go and add sinply a snmall paragraph

(d), as in "dog," which we have done i n other therapy-

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

40

related sections. Basically, again, to rem nd you of
the structure, small paragraph (a) is the board
pat hways; snmall paragraph (b) is the alternative
pat hway; small paragraph (c) is the «currently-
recogni zed or is enunerated, and snall paragraph (d)
woul d be basically a notation or a specification that
certainspecificnodality training for that particul ar
area in which they wish to function nust also be
present, regardless of their board certification.

DR. WLLIAVSON:. That's essentially what
| was suggesti ng.

MR LIETO Yes, this is Ral ph Lieto.

t hought that's what Jeff said, too, because | would
agree with that, Dr. D anond. | think that would
answer at |east ny concerns because, know ng that
soneone was board-certifiedin radiation oncol ogy, yet
had no wunsealed source experience, and yet got
approved for that, | think it is just a disaster
wai ting to happen.

DR. DIAMOND: As | think this proves, Jeff
and Ral ph, this nmay be a very clear way to proceed,
and it would bring it in parallel, for exanple, with
Section 35.690, whichis sinply exactly that. For any
specific nodality with which you wsh to work, you

must have training experience in that specific
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nodal i ty.

CHAI RVAN  CERQUEI RA: This is Manuel
Cer queira.

| think that would solve, though, the
problem Really it alnost sounds like (2)(E)(1), the
Radi ati on Safety O ficer requirenent, where we try to
put sonme nore specific training requirenments inthere.

So, Ral ph, you are happy with that?

MR LIETO Yes. This is Ralph Lieto. |
woul d agree with that.

DR. WLLI AMSON: Jeff WIIlianmson. | think
also it is aless radical restructuring of this part,
so less likely to provoke a negative response fromt he
regul ated community.

DR. MALMUD: Leon Malnud. | agree.

CHAI RVAN CERQUEI RA: Any ot her conmments
from ot her menbers of the Comm ttee?

DR. VETTER This is Richard Vetter.
agree as well.

CHAI RVAN CERQUEI RA:  Ckay.

M5. SCHWARTZ: Sally Schwartz. | agree
al so.

DR. BRINKER This is the other Jeff.
agr ee.

CHAI RVAN CERQUEI RA:  Al'l right, so, David,
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| think if we add that small (d) at the end --

DR. DIAMOND: Wuld you like nme to nove
onto the next two sections --

CHAI RVAN CERQUEI RA:  |'m sorry, what?

DR. DIAMOND: Wuld you like nme to nove
onto the next two sections?

CHAI RMVAN CERQUEI RA:  Yes.

DR. DI AMOND: The next two sections,
35.392 and . 394, respectively, have to do with the use
of sodium 1-131; we find these less than or greater
than 33 mllicuries, respectively. Basically, all
that was done is a conpetency statenent was renoved.

As was nentioned earlier, there was a very
strong sense by the Subcommttee that it is not
appropriate to have a preceptor attest to conpetency.
Therefore, | sinply renoved the conpetency statenent
for both of those two sections and | eft the remai nder
of the sections unchanged.

CHAI RVAN CERQUEI RA:  Except we may want to
change sone of that to "witten statenent” instead of
"certification." Ralph, would that be in line with
your earlier conment?

DR MALMUD: You're referring now to
Sections 35.392 and 35. 3947

CHAI RVMAN CERQUEI RA:  Ri ght .
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DR. MALMUD: Agreed. Mal nud.

CHAI RVAN CERQUEI RA: Okay.  Any further
di scussi on on these sections then?

DR. VETTER This is R chard Vetter.

So did we decide to not use the word
"witten certification” but sonething else a little
| ess strong, or what did we -- is that a thenme we want
to followin this whol e section?

DR EGAI: | understood so then,
"attestation" or "statenent."

M5. McBURNEY: "Notation."

DR. VETTER  Ckay, so we will find a new
word for that.

CHAI RVAN CERQUEI RA: Ckay.

MR. LIETO This is Ral ph Lieto.

On the copy here it doesn't have what the

is there still the hour

hour requirenent
requi renents?

DR. DI AMOND: Everything is exactly the
same, Ral ph, other than the renoval of the conpetency
st at ement .

CHAI RVAN CERQUEI RA: Ckay, any further
di scussion on .392 and . 3947

(No response.)

Again, if people have, you know, |ate,
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| ate thoughts about sone of these issues, they can
still send us witten comments while the staff is
revi ewi ng sone of these changes.

Shall we go to 35.4907?

DR. DI AMOND: Ckay, 35.490 is Training for
the Use of Manual Brachytherapy Sources. This we did
not discuss in our June neeting. Basically, what |
have done is | have gone back and nade it parallel in
structure to 35.690, which we did, in fact, discuss at
great length. So, once again, there is that format of
a board pat hway, small paragraph (a); an alternative
pat hway, snmall paragraph (b), and the small paragraph
(c), which is the enuneration of boards.

The only really changes in this whole
section is just, again, |listing the residency
progranms. Paragraph (a) continues al so the residency
program director's statenent attesting that the
training requirenents have been net.

The exam nation, the hours on paragraph
(b), both for work experience and cl assroomexperi ence
are unchanged.

DR. W LLI AMVSON: Now (' b) handl| es
alternative pat hway, correct?

DR. DI AMOND: Correct, Jeff.

DR. W LLI AVSON:  Ckay.
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M5. McBURNEY: This is Ruth.

This is the 20- hour requi renent for manual
brachyt her apy?

DR. DIAMOND: It is 200 hours of classroom
and | aboratory.

MS. McBURNEY:  Yes.

DR. DI AMOND: That's paragraph small (b)
onlittle Roman nuneral (i), and then right after that
is 500 hours of work experience.

M5. McBURNEY: Right.

DR. DI AMOND: So that is wunchanged.
Again, this was sinply rewrded to be parallel with
. 690.

DR, W LLI AMSON: Could | just nmake a
comment about the sort of style of paragraph (a), |
guess? It is not really a substantive coment.

Jeff WIIlianmson speaking.

DR. DI AMOND: Ckay.

DR. WLLIAVSON: | wote the --

DR. DI AMOND: The W1 I i anmson manual style.

(Laughter.)

DR W LLI AMSON: Yes, right. To ne,
par agraph (a) is not terribly clear that the board has
to meet features or has to exhibit features 1 through

4.
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To give you an exanple, | wote it in the
physicist part as, "if certified by a specialty board
in radiation oncol ogy, certification has been
recognized by the Conmmssion and requires all
di pl omates, " and t hen bang, bang, bang, bang, andit's
very clear that the 1 through 4 then are essentia
features of a recogni zabl e board, or one recogni zabl e
by the Comm ssi on.

So it is just an issue of how it is
phrased rather than substantive.

DR. VETTER This is Richard Vetter.

| actually support what Jeff just said.
| f you noved those few words out of paragraph (a)(1)
into the maj or paragraph, then you elimnate roomfor
argunment about whether 2, 3, and 4 go along for it or
if they are separate.

DR. DIAMOND: That is an easy fix.

CHAI RVAN  CERQUEI RA: This is Manual
Cer queira.

Any ot her comments on those changes that
have been proposed by Jeff and Ri chard?

MR. LIETO This is Ral ph Lieto.

| have one point for clarification. Under
the alternative pathway, (b), at the end of No. 2 you

say that the "experience may be obtai ned concurrently
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with the supervised work experience.”" D d you want
that to state paragraph (b)(1)(ii) or did you just
want it to be (b)(1)? In other words, do you want the
700 hours to be concurrently with the three years of
supervi sed experi ence? Because right nowyou are j ust
sayi ng t he 500.

DR. DIAMOND: Ch, | see.

MR. LIETG | think your intent is to have
just --

DR. DI AMOND: It is a lot clearer just
(b)(1).

MR. LIETO Yes, drop the Roman nuneral --

DR. DIAMOND: Well, that |ast sentence is
referring specifically to the supervised work
experience --

MR LIETO Right.

DR. DIAMOND: -- which is that paragraph
smal | Roman nuneral (ii). Small Roman nuneral (i) is
all classroonilaboratory tinme, Ralph.

MR. LIETO Ckay. Well, I'mjust checking
for clarification. Did you want the classroom
experience to be also concurrent wth the supervised
-- you know, wth the three years of clinical
experience? In other words, | guess what | am asking

is, couldn't you or wouldn't nost prograns have their
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cl assroom and work experience as a part of the three
years with the residency progran?

| don't have a strong opinion one way or
the other, but | just wanted to be sure that --
because what it sounds |ike here, you've got to have
200 hours plus three years of supervised experience.
That is what | aminterpreting that to nmean ri ght now,
and | don't know if that was the intent.

DR. DIAMOND: O her thoughts on that?

DR. VETTER This is R chard Vetter.

| agree with Ralph's interpretation. I
didn't catch that either, but normally the | ectures,
and so forth, that the residents receive, they would
recei ve during that three years of residency, woul dn't
t hey?

DR. DI AMOND: Ckay, so we could go and
change that to (b)(1) alone --

DR. VETTER  Ri ght.

DR. DI AMOND: -- and delete that smal
Roman nuneral (ii).

M5. McBURNEY: This is Ruth MBurney.

Wth the "this experience may be obt ai ned
concurrently with the" --

DR. DI AMOND: Trai ni ng?

M5. McBURNEY: -- "training and supervised
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wor k experience required by paragraph (b)(1)."

DR. DI AMOND:  Yes.

M5. McBURNEY: O (b) --

DR DIAMOND:  (b)(1).

MS. McBURNEY: (b) (1), right.

DR W LLI AVSON: Jeff WIIianson.
support this, too.

M5. SCHWARTZ: Sally Schwartz. | agree
that sentence is to clarify.

DR. MALMUD: WMal nud. Agree.

CHAI RMVAN CERQUEIRA: So | think there is
pretty much agreenent.

There's been a couple of coments that
have been nmade if perhaps under this .490 we should
al so include a paragraph simlar to what we have on
the .690, whichis the last (d), which basically tries
to -- will give training in a specific nodality for
whi ch aut hori zed use i s being sought,

DR. DI AMOND: | thought about that when |
was working onthis, and I didn't think that there was
enough -- this is such a specific section. This is
Manual Brachytherapy Sources and so specific that |
can't imagine that there is enough differences in
nodality, or whatnot, to justify a paragraph (b). It

is already such a narrow field, if you wll.
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CHAI RVAN CERQUEI RA: Ckay, how does the

rest of the Conmmttee feel about --

DR W LLI AMSON: Vell, this is Jeff
W1 1lianson.

| do believe that the Accreditation
Commttee for Radiation Oncology requires mninum
caseload in general brachytherapy as a condition of
bei ng an approved program |Is that not true, David?

DR. DIAMOND: Yes, that is correct. This
is one of the areas where you nust go and enunerate
t he nunber of cases that you have done to neet basic
-- to becone board-certified.

DR, WLLIAVSON: So | guess | would submt
the proposition that | think the residency, even
mnimal residency in radiation oncology, includes
adequate clinical experience and hands-on training
with forms of manual brachytherapy. | agree with Dr.
Di anond that a special nodality-specific conpetence
really isn't meani ngful.

CHAI RVAN CERQUEI RA: For manual
br achyt her apy. Ri chard, do you have any comments,
Ri chard Vetter?

DR. VETTER No, | agree wth David and
Jeff's interpretation that we do not need that

speci fi c paragraph or paragraph on specific nodalities

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

51

for this section.

CHAI RVAN CERQUEI RA:  (Okay, ot her conments
fromthe Commttee?

(No response.)

Now we had one comment fromthe audience
here at NRC headquarters in Rockville. Bill Uffel man?
Ckay, no, we have answered it.

Ckay, so how does the Commttee feel?
They're happy with .490 as nodifi ed?

DR. VETTER This is Richard Vetter. [|I'm
happy with it.

M5. SCHWARTZ: Sally Schwartz. [|'mhappy
wi th the nodification.

CHAI RVAN CERQUEI RA:  Ckay.

DR. MALMUD: Mal nud. Content.

M5. McBURNEY: This is Ruth. Sounds good
to ne.

DR. BRINKER: Brinker. It's finewth ne.

MR. LIETO Ralph Lieto. It's okay with

DR EGGEl: Eggli. Ckay.

CHAI RVAN CERQUEI RA:  All right, so then |
think we are finished with .490.

DR. DI AMOND: Ckay, why don't we go to

35. 4917
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CHAI RVAN CERQUEI RA:  Ckay.

DR. DIAMOND: This is, again, an exanple
of just sinply renoving a conpetency statenment, to be
parallel with what we were doing earlier. This is for
the ophthal mc use of strontium90 for, for exanple,
the prevention of traechia, and so forth.

Sinply, if you look at a conpetency
statenent, again, we could go and change the wordi ng
from"certification" or "attestation," or whatever we
woul d 11 ke.

CHAI RVAN CERQUEI RA:  Yes, | think, again,
we wll make that wuniform across all of these
different nodalities.

DR. D AMOND: Ckay, then we wll go and
skip to 35.690, which is Training for Use of Renote
After-Loader Units, Teletherapy Units, and Gamm
Stereotactic Radi osurgery Units.

Once again, Colleagues, format is small
paragraph (a), boards pathway; snmall paragraph (b),
which is alternative pathway; small paragraph (c),
which is the currently-recogni zed boards, and snall
paragraph (d), which is a nodality-specific training.

Let's see, paragraph (a) wll really be
exactly the same as what we just did for the manual

brachyt herapy sources. So if there is any sense, once
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again, that we should go and clarify paragraph (a) in
. 490, we should do the sane in this section, whatever
| anguage Dick or Jeff wanted to recommend.

Paragraph (b)(1) is exactly the sane.

Par agr aph (b)(2) is the preceptor
statenent. W can discuss, for exanple, on paragraph
(b)(2), just as we discussed a few nonents ago, the
concurrent experience, should it apply both to Roman
nunmeral (i) and (ii) or just to Roman nuneral (ii).

DR. WLLIAVSON: Yes, | would recomend
maki ng the changes we di scussed for 35.490 --

DR. DI AMOND: Ckay.

DR. WLLIAVMSON: -- to both paragraph (a)
and paragraph (b) to this section.

DR, DI AMOND: That's fine wth ne. So
what we woul d do is, again, change that | ast sentence
on paragraph (b)(2) to read, "This experience nay be
obt ai ned concurrently with the trai ni ng and supervi sed
wor k experience required by paragraph (b)(1) of this
section."

DR. VETTER This is Richard Vetter
support that change.

M5. SCHWARTZ: Sally Schwartz. | agree.

DR. DIAMOND: We spent a lot of time in

our June neeting on paragraph (d), thanks to Jeff's
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hel p, which basically says that, for whatever specific
nmodal ity which you' re choosing to seek aut horization,
you nust also have specific training in that
particular area. So that's a very inportant change
t hat we nade.

CHAI RMAN  CERQUEI RA: Any additiona
coments or changes, disagreenent with what has been
pr oposed?

MR. LIETO This is Ralph Lieto. | have
a question for NRC staff in relation to this Section
(d).

The very last sentence says, "training
supervi sed by an aut hori zed user or authori zed nedi cal
physi ci st, as appropriate, who is authorized for the
nodality.” The NRC, are the licenses going to list
the nodalities that the physicist is authorized for?

MR. HI CKEY: This is John Hickey.

Yes, it will be either in the license or
it wll be clear fromthe application what activity

t he medi cal physicist or authorized user i s authorized

for.

MR. LIETO Ckay, thank you.

DR. WLLIAMSON: This is Jeff.

In redrafting 35.51 for the authorized
medi cal physicist, | tried to elimnate the anbiguity
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in the wording that led to NRC staff's initial
conclusion that there could not be nodality-specific
ANP.

CHAI RMAN CERQUEI RA: Ckay, any further
di scussions on this then or does the Commttee agree
that this is acceptable as witten wth the changes
t hat have been proposed? Any disagreenent on this,
rather than running around and getting people's
concurrence on it?

DR W LLI AMSON: Vell, this is Jeff
W1 1lianson.

| think that at sone point we will have to
-- maybe it won't be us; maybe it will be the staff --
wi Il have to decide which | anguage to use for hard-
wi ring the boards, because now the diagnostic 35.190
and . 290 have (a) "is certified in nuclear nmedicine by
American Board of Nuclear Medicine," et cetera, et
cetera. So the AMP is witten in a simlar way.

Dr. Dianond has proposed an alternative
way of seeding this which lists which boards are
currently recognized. So thereis an asymmetry in the
| anguage that at some point has to be straightened
out. Al of the sections should be witten one way or
t he ot her.

CHAI RVAN CERQUEI RA:  Okay, | woul d agree
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with that. | think the staff will do so.

It has al so been pointed out to ne, if we
| ook at the last page in (d), in addition to neeting
the requi renents of paragraphs (a) or (b), it should
al so say, "or (c) of this section.” | think that is
sort of inplied.

Al right, I think for 35.690, | think

there is general agreenent on this.

DR. DI AMOND: Dr. Cerqueira,
unfortunately, | have to get going. | have sone
patients waiting. | appreciate you allowing ne to go

ahead with this therapy section.

CHAI RVAN  CERQUEI RA: David, the one
section we didn't cover was 35.590.

DR. DI AMOND: Wuld that be diagnosis?

M5. McBURNEY: | had that one. This is
Rut h.

CHAI RMVAN CERQUEI RA: Ruth has it, okay.
kay, thank you, David.

DR. DI AMOND: M pl easure. Thank you very
much.

CHAI RVAN CERQUEI RA: Al right. So we
have covered the therapy. | guess we can then go back
to 35.51, which is Training for Authorized Medica

Physicists, and Dr. WIIianson.
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DR. WLLI AMSON: Ckay, this oneis witten
in a parallel fashion to the RSO and the authorized
user for full-tinme emtting devices. It says, "(a) an
aut hori zed nedical |icensee shall require authorized
medi cal physicists to be an individual who is (a)
certified by one of the follow ng specialty boards in
radi ati on oncol ogy physics,” and it lists them all
"(b) is certified by a specialty board in radiation
oncol ogy physics whose certification has been
recognized by the Conmmssion and requires all
di pl omates"™ -- it runs through a graduate degree from
an accredited institution to two years of full-tine
practical training in radiation oncol ogy physics, and
specifies that it actually has to be done in a
clinical facility providing external beamtherapy and
sonme form of brachytherapy service.

"Obtains witten certification," or |
guess maybe now "statenent,"” "of physicists who are
certified by one of the recogni zed speci alty boards as
to candi dates satisfactorily conpleting the training
experience, and (4) passes an exam nati on adm ni stered
by a diplomte."

Then (4) leads to Part (c), which is the
alternative pathway. This is very simlar to what is

inthe current regulation. | have tried to soften it
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a little bit because | am afraid there nay be sone
peopl e who want to use the alternative pathway, and so
few institutions have cobalt-60 tel etherapy and not
that many have gamma stereotactic, that | tried to
liberalize it a little bit, so that there would be
nore training facilities that would be eligible.

Then (d) isthe nodality-specific section.
In addition to neeting the requirenents of (a), (b),
or (c) in this section, "an authorized nedical
physi ci st nust have training in the nodality for which
aut hori zation is sought." It lists the features
t here.

The intent is to basically have the
mechani sns that are already used wthin the community
for training new physicists for these nodalities,
woul d be able to conply with this sentence.

kay, so that finishes ny summary.

CHAI RVAN  CERQUEI RA: Al right, any
coments or suggestions? There's been a |ot of work
on this.

MR. LIETO Jeff, this is Ral ph Lieto.

Just on part (c) there, where you have t he
services in a task listed in those sections, do you
thi nk that m ght be too prescriptive as opposed -- in

ot her words, do you want to |list the subject matter as
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opposed to the sections, or sections change in
content, and so forth? And just a thought, do you
thi nk that would be a concern for future changes?

DR. W LLI AMSON: Yes, | thought about this
sonme, and the way | think it is witten nowis these
different sections, 35.643, and so forth, they nake
reference to spotchecks and full calibrations of
stereotactic radi osurgery, hi gh-dose-rate
brachyt herapy, and cobalt-60 tel etherapy. The intent
was to actually have experience wth LINAC based
external beam to qualify an applicant for doing
calibrations on a cobalt wunit, since the basic
nmet hodol ogy is identical.

The only nodal ity | t hought was reasonabl e
to expect a facility to have is high-dose-rate
brachyt herapy, which is now pretty pervasively
available in the community. It's certainly large
mar ket penetration conpared to the other two devices.

But we certainly could take out 35.67 and
put whatever it refers to, which is external beamful
cal i brations and periodi c spotchecks.

MR. LI ETC That woul d be nmy
recomendati on sinply because down the pike it may be
that people will, or it may be interpreted that they

have to be the task on that specific device. Do you
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see what |'m saying?

DR, WLLI AMSON:  Yes.

MR LIETO | don't think that was your
i ntent.

DR W LLI AMSON: That's correct. I am
trying to get away fromthat.

MR, LIETO | was thinking that maybe you
m ght want to list, just like you specified full
cali brations and periodi c spotchecks, and the tasks
that are involved as opposed to the section, because
| think it is going to be interpreted that they have

to have the experience that satisfies that section,

which may be to the cobalt or whatever -- that's ny
concer n.

DR. WLLIAMSON: Well, | think that is a
reasonabl e change to make. | support that.

CHAI RVAN CERQUEI RA: Any ot her conments
for Dr. WIIlianmson?

M5. McBURNEY: This is Ruth. | agree with
t hose changes, to |ist the tasks rather than specific
to Part 35, and nmeke it a little plainer.

DR. WLLIAVBON: Yes, just so it is clear
to the staff and everyone, too, who is exam ning this,
the concept underlying this is that calibration and

qual ity assurance experience for LINACs is applicable
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to cobalt-60 teletherapy. Al of the operationa
procedures that are used for LI NAC based stereotactic
radi osurgery | think give one very good general
qualifications for carrying out the sanme tasks for
cobalt-60 -- no, for gamma knife stereotactic
radi osurgery.

There is, in addition, Part (d) would
essentially require alternative pat hway candi dates as
well as board-certified candidates to have gone
t hrough sone kind of a training experience for the
speci fic device, which woul d redress any of the small
deficiencies or differences between their training
experience and what their current clinical duties wll
be. That's the assunption.

M5. SCHWARTZ: | agree with what you are
saying, Jeff, also. This is Sally Schwartz.

CHAI RMVAN CERQUEI RA: Al right, | think
there is pretty good consensus that this is well-
witten, Jeff.

Does anyone feel strongly that we should
have further discussion on this or are people in
general happy with the new | anguage?

DR VETTER  Vetter is happy.

DR. MALMUD: Mal nmud's content.

CHAI RVAN CERQUEI RA: Ckay, good, then
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excell ent job, Jeff. You ve persevered with this.

The next sectionis 35.55, Training for an
Aut hori zed Nucl ear Pharnmacist. Sally, you were on the
Subconmm ttee, but who was responsible for this?

M5. SCHWARTZ: | was, the Authorized
Nucl ear Phar maci st.

CHAI RVAN CERQUEI RA:  Oh, you were? kay.

M5. SCHWARTZ: Yes. Actually, | was
contacted by Dr. Vetter --

CHAI RVAN CERQUEI RA:  Good.

M5. SCHWARTZ: -- actually followed
through with this section.

CHAI RVAN CERQUEI RA:  (Good, okay.

M5. SCHWARTZ: Essentially, there weren't
changes majorly in the new Part 35, but there were
comments that canme up, | guess, in the workshop open
session. Wat | was asked to do is essentially define
an al ternate pat hway for anot her board, if there would
becone one. Currently, for the board of pharnmacy,
there is one national board, the American
Phar maceuti cal Association, which board certifies
nucl ear phar naci st s.

So what | was asked to do is essentially
define what those qualities were, so that if in the

future anot her board woul d becone avail abl e, that they
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woul d have to neet the sane requirenents that are
already defined by the Board of Pharnmaceutical
Specialties, which is what | did.

So, essentially, the (a) is that a
pharmaci st be board-certified by the Board of
Phar maceutical Specialties or (b) board-certified as
a nuclear pharmacist by a specialty board whose
certification process has been recognized by the
Commi ssion, and then requires all diplomates to
essentially fulfill al | the currently Ilisted
requirenments for board certification

Sonet hing that comment-w se has cone up
since | wote this from Joel Hung, and | wanted to
raise this, rather than being as prescriptive as
listing all of these itens, as | have done in (b), he
did provide a thought that maybe just a general
statenent to the effect that says, "if certified as a
nucl ear pharmacist by a specialty board whose
certification process includes all of the requirenents
i n paragraph (b)," which define the requirenents for
licensure -- | guess it would be now (c) -- "of this
section, whose certification program should be
equivalent to that offered by the Board of
Phar maceutical Specialties in Nuclear Pharnmacy,

including the recertification process, or have been
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recogni zed by the Comm ssion or an Agreenent State."

So |l wanted to at | east state that to this
group, and for nyself either is acceptable, the
listing of what is currently required or the |ess
prescriptive statenent that essentially any board, if
it would becone available, that it would have to
conpl y.

M5. McBURNEY: This is Ruth MBurney.

| would prefer the way you have it here
with setting out the criteria for the Comm ssion to
foll ow --

M5. SCHWARTZ: Right.

M5. McBURNEY: -- on approving any board.

| just had a quick question. Do the
Canadi ans have board certification? Do you know?

M5. SCHWARTZ: | amnot aware that they do
or not, but there is an omssion from this that
actually has a reflection on what your question is in
the Board Candidate's Guide for the current Board of
Phar maceuti cal Specialties.

In No. 1 they actually state that, "has
graduated from a pharmacy program accredited by the
American Council on Pharmaceutical Education or an
al ternative educati onal programaccepted by EST." So

there are other prograns avail abl e outside the United
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States that are acceptable pathways for |icensure,
board certification. So I would like that witten
into this No. 1.

DR. VETTER This is R chard Vetter.

Sally, is there a way to nake that nore
generic? Rather than an alternative program
accept abl e to t he Boar d of Phar maceuti ca
Specialties --

M5. SCHWARTZ: Yes, okay, so we coul d not
list that, but --

DR. VETTER  No.

MS. McBURNEY:  Ckay.

MR. HI CKEY: Pl ease speak up

M5. McBURNEY: Ch, | was kind of nmunbling
to myself. Al right, thisis Ruth. | amtrying to
t hi nk of sone alternate | anguage.

DR VETTER. This is in (b)(1)?

MS. McBURNEY: (b)(1).

DR, VETTER And the intent of the
| anguage is just to recognize --

M5. SCHWARTZ: Al ternative educationa
prograns, and these are outside of the United States.

DR. VETTER  Ckay.

M5. SCHWARTZ: Because there are those

candi dates that conme in with acceptable educationa
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pr ogr ans,; they still, t hen, apply wth that
training --

DR. VETTER  To the Board?

M5. SCHWARTZ: Yes, correct.

DR. VETTER  Well, yes, sonehow it seens
-- so what is the criterion that the Board uses for
eligibility?

M5. SCHWARTZ: Now what board?

DR. VETTER Well, when the Board -- when
applicants cone before the Board --

M5. SCHWARTZ: From anot her country?

DR. VETTER -- of Nucl ear Pharnacy, Board
of Pharnmaceuti cal Specialties and Nucl ear Pharnmacy - -

M5. SCHWARTZ: Correct.

DR. VETTER -- and they have sone
applicant from a foreign pharnmacy school, what is
their criterion for accepting it?

M5. SCHWARTZ: Al of the listed itens,
essential ly. So that it could be an alternate
educat i onal program including all the listed
requirenents.

CHAI RVAN CERQUEI RA:  Under (c).

M5. SCHWARTZ: O (b) in this section.

DR, VETTER Well, there aren't any, |

don't see any requirenents for the educati onal program
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here, other than it is accredited by the Anmerican
Counci |l on Pharmaceutical Educati on.

M5. SCHWARTZ: Well, essentially, the
2,000 hour s academ c, t he 4,000 hour s of
trai ni ng/ experience i n nucl ear pharnmacy practice, and
essentially then the passing grade on a board
certification exam those types of requirenents.

M5. McBURNEY: This is Ruth again.

DR. VETTER |'m confused now.

M5. McBURNEY: | was wondering if we could
use parallel |language to sonme of these others, that
board certification includes di pl omates who graduat ed
from-- for exanple, a nedical physicist is from an

institution accredited by a regi onal accrediting body.

M5. SCHWARTZ: Yes, that would be
accept abl e.

DR WLLI AVSON: Yes, | think the
qualification needs to be put into (b)(1). It is a

qualification for the degree, and you have 2, 3, and
4 as separate requirenents. So | think the person
obvi ously has to show evi dence that he has the 4,000
hours of training experience or additional education.

| understood your question, Sally, to be
one of, how do you identify appropriate educationa

degree-granting prograns are acceptable for No. 1, for
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No. (b)(1) only?

M5. SCHWARTZ: That is correct. That is
correct.

DR, WLLI AVSON: So you have to find a
statenent for that that probably doesn't nake
reference to 2, 3, and 4 --

M5. SCHWARTZ: Correct.

DR, W LLI AMSON: -- which are other
conmponent s.

M5. SCHWARTZ: Those are additional
conponent s required.

DR WLLI AMSON:  Yes.

M5. SCHWARTZ: Ri ght. The alternative
educati onal programaccepted, rather than by t he Board
of Pharnmaceutical Specialties, accepted --

DR. WLLI AMSON: Yes, so the question is,
when the Board |ooks at candidates who conmes from
these different prograns and |ooks just at the
academ c programconponent of their credentials, what
is their criterion for accepting it as a good program
versus the bad progranf

M5. SCHWARTZ: Well, that's review, I'm
assum ng, of the educational requirenent for the
phar maceutical program at the universities in the

alternate country, simlar academc, essential six-
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year training program not that necessarily they |ist
that six-year requirenent, but it is a six-year
degree-granting programin the United States.

So | am not <certain how they have
eval uated those criterion. | could get a hold of
t hem

DR. WLLI AMSON: Maybe it would be worth
| ooking into it.

M5. SCHWARTZ: Yes. Al right, I wll do
t hat .

DR. WLLI AMSON: Because | don't think we
want to exclude a pool of qualified candidates from
abroad --

MS. SCHWARTZ: Right.

DR. WLLIAMSON: -- if the whole industry
depends on them it would be a bad m st ake.

M5. SCHWARTZ: What | coul d essentially do
is get this information and then report back to -- who
woul d be the appropriate individual inthis group that
| would report back to as far as finalizing this
section?

MR. HI CKEY: This is John Hickey.

First of all, | wanted to nention that Dr.
Cerqueira was paged, so he had to step away from a

monent, and he asked that we conti nue.
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Dr. Vetter, | think that they shoul d get
back to you with the changes.
M5. SCHWARTZ: Okay.

MR, HI CKEY: Does Dr. Vetter agree with

t hat ?

DR. VETTER Dr. Vetter agrees with that.

MR. H CKEY: Ckay.

M5. SCHWARTZ: Al right. Dr. Vetter, |
will get the information back to you then. 1 wll not
be back to St. Louis for a week. |s that acceptabl e?

DR, VETTER: That is acceptable to ne. 1Is
it acceptable to the NRC relative to their tineline?

MR, HI CKEY: Well, we want to wap this up
as soon as we can, but you could go ahead and submt
that. |If there's still a piece that is mssing, we
could handle that |ater.

DR. VETTER  Ckay.

MR, HI CKEY: But | wouldn't want the whole
thing to be held up because of that.

DR. VETTER  Ri ght.

M5. SCHWARTZ: Right. | wll still send
it to you in a week.

DR. VETTER  Ckay.

M5. SCHWARTZ: Al right?

Addi tionally, for this section,
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essentially, this Part (c) is conpletion of the 700
hours; (b) structured educati onal program essentially
defining the alternate pathway consisting of didactic
training. It provides practical training.

And, No. 3, then, having obtained "witten
attestation signed by a board-certified nuclear
pharmacist or a preceptor authorizing that an
i ndi vi dual has conpleted the required training |isted
in (b)(2) of this section.” So certifying just the
training, not the educational material.

DR, MALMUD: Mal nud. My | ask a
guestion? How many aut hori zed nucl ear pharmaci sts are
there in the United States?

M5. SCHWARTZ: About 490.

DR. MALMUD: Do you regard that nunber as
bei ng adequate to further certify other individual s?

M5. SCHWARTZ: This can also be -- it
doesn't require that the training be authorized by an
aut hori zed nucl ear pharnmaci st; they can be by an AMP
or board-certified, yes, nuclear pharnacist.

DR. MALMJUD: So there would be nore than
anpl e ways of individuals becomng --

M5. SCHWARTZ: Correct.

DR. MALMUD: Ckay. Thank you.

DR. W LLI AMSON: This is Jeff. | have
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anot her questi on.

Were did the 700 hours cone from and
what was the intent behind that? There seens to be a
rather large disparity between the training and
experience requirenments of the Board versus its
al ternative pat hway.

M5. SCHWARTZ: That was witten prior. |
did not change that. That was what was |listed as the
alternate training hours, and | was not involved in
the witing of that section. | assuned that what ny
task was essentially was to define what a board, if
there were to be another board defined in the United
States, what those qualifications should be for
essentially a new board.

But nowt he al ternate pat hway was defi ned.
| did not define that.

DR. VETTER This is R chard Vetter.

The scope of our charge did not include
addressing the alternate pathway except for the issue
of preceptor statenent.

M5. SCHWARTZ: And in that case the
preceptor statement is just that the preceptors sign
or attest to the training, but not the didactic
trai ni ng.

CHAI RVAN  CERQUEI RA: This is Manuel
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Cerqueira. | think that 700 hours is very simlar to
what we have in the therapies sections as well as in
the diagnostic studies as well.

You know, we had sone discussions when
Denni s Swanson sat on the Commttee. | think people
felt confortable with the hourly requirenents in the
di dactic and the supervised training. | would be in
favor of keeping that in.

M5. SCHWARTZ: | agree with that. It was
Denni s Swanson who was i nvol ved in that portion of the

regulation, and I amin favor of maintaining that as

700 hours.

CHAI RMVAN  CERQUEI RA: Are there other
comment s?

MR. LIETO This is Ral ph Lieto.

Sally, | have a question on the Section
(b) there. 1 amalittle confused by the 1,500 credit
hour s. It talks about undergraduate and post-
gr aduat e.

M5. SCHWARTZ: Correct.

MR, LI ETO Are those supposed to be hours
of -- I"'mtrying to think, God, these peopl e are going

to be in there forever.
M5. SCHWARTZ: Fifteen hundred hours, and

it should probably not say "of credit," but just of
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hours.

MR LIETO Ckay.

M5. SCHWARTZ: As it is witten above, it
is a maximm of 2,000 hours can be obtained
academcally by wundergraduate courses. Up to a
maxi mum of 1,500 hours credit can be obtained under
certain undergraduat e courses.

MR, LIETO So then that is not supposed
to be "credit hours," --

MS. SCHWARTZ: No.

MR. LIETO -- but they go towards that
2,000 total ?

M5. SCHWARTZ: Correct. That is correct.
So those words could be renoved.

MR LIETO Ckay. It is alsoin (c) and
(d), too.

Now in (d) it says 220 hours of credit.
Is that correct?

M5. SCHWARTZ: That's right, and the way
that the current Board of Pharmaceutical Specialties
-- actually, | sem-nodified this (b). They actually
have two prograns. Dr. Vetter directed neto -- | had
listed thempreviously. One is the University of New
Mexi co program and the other is Purdue University.

| think Purdue -- I'msorry, Purdue and Okl ahoma have
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two prograns, and they allow one 210 and the other, |
think it's 217, and we can just take it to 200, if you
want, but | just kind of rounded it up to 220 hours.
That has been defined by the Board for these
i ndi vi dual prograns. So | left it as a maxi mum of
220.

MR LIETO Ckay.

M5. SCHWARTZ: It seens |ike an odd
nunber, but that is witten in the Guide for the Board
of Pharmaceutical Specialties. | can read you their
actual language. | wll get it.

CHAI RVAN CERQUEI RA: O her comments for
Sal ly?

M5. SCHWARTZ: | can just reiterate the
actual statenent in there. They are listing it as
"successful conpletion of the nuclear pharmacy
certificate program offered by Purdue University,
which is 217 hours, or the Onio State University, 214
hours. Credit for all other courses will be assessed
on a case-by-case basis. So | just left it as a nore
generic 220 hours.

Should | add possibly that, of course, it
woul d be accreditation on a case-by-case basis?

DR EGE.I: Well, would you reject the

board that refused to | ook at these other prograns on
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a case-by-case basis?

M5. SCHWARTZ: Well, | mean, it should be
| ooked at on a case-by-case basis.

DR EGGELlI: Well, I'mnot argui ng what the
current Board has decided to do, whether it is wi se or
not, but these are supposed to be criteria for --

M5. SCHWARTZ: Right, for new --

DR EGAIl: ~-- for new progranms. So it
seens to ne you wouldn't be giving up very nuch to
sinply delete that, if it is confusing or difficult to
enf or ce.

M5. SCHWARTZ: Right.

DR EGAI: So what if a program cones
al ong that has 4,000 hours but doesn't |ook at those
ones? Does it really matter? It seens that it is
such a small thing that --

M5. SCHWARTZ: That's true. That's true.

DR. EGGELl: You know, rather than exactly
put down the precise board requirenents, you really
want to capture the essence --

M5. SCHWARTZ: Yes.

DR EGAIl: -- of what nekes your board
the way it is.

M5. SCHWARTZ: | agree. For that purpose,

(b) could actually be omtted, if that would mnake
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it --

DR EGGE.l: Less confusing.

M5. SCHWARTZ: -- |ess confusing.

CHAI RVAN CERQUEI RA: Yes, | think that
woul d hel p.

MS. SCHWARTZ: All right.

CHAI RVAN CERQUEI RA: So it woul d el i m nate
1 actually through (d)?

M5. SCHWARTZ:  Yes.

CHAI RMAN CERQUEI RA: Ckay. Are there
ot her conmments? | guess we could probably send
another draft of this portion on because | have to
admt | didn't look at it that closely. | think sonme
of the suggestions would sort of sinplify it and give
us the intended results wthout nmaking it too
restrictive.

Ri chard, any other changes?

DR. VETTER This is Richard Vetter.

No, I think these suggestions are
excellent. Wen Sally revises the section, including
addi ng t hose words under (b)(1), | will make sure that
the new section in its entirety gets referred to the
Conmttee, the entire Conmttee, for an additiona
| ook.

CHAI RVAN CERQUEI RA:  Ckay, great. Shal
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we go on to 35.190, Training for Uptake Dilution and
Excl usi on St udi es?

M5. McBURNEY: This is Ruth McBurney. |
had t hat one.

This is the first of the series of
aut hori zed user requirenent. What | did on this was
the hard-w ring and back in the boards that had been
accepted by the Commssion in the past, and for
paral l el structure changed what the preceptor signed
as just attesting to the satisfactory conpletion of
the training requirenent, training experience of 60
hour s.

We al so added inthat, if that trainingis
received in conjunction w th a residency program that
witten-- 1 guess we're changing it to "attestation,"
or whatever -- could be signed by the residency
program di rector.

So those are the basic changes that were
made fromthe new Part 35.

CHAI RMVAN CERQUEI RA: | think there was
fairly good agreenent at the Subconm ttee neeting on
t hese changes.

Any ot her comments?

DR. WLLIAMSON: This is Jeff WIIlianson.

| think in Section (b)(2), soneone
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comment ed on nmy section that instead of having witten
and oral exans, one should just have an exam nati on,
because sone of the boards are tal ki ng about going to
conputer-adm ni stered exans and such, and that it
seens unnecessarily detailed and prescriptive to
specify both witten and oral conponents.

DR. VETTER This is R chard Vetter.

| think that the coment is an accurate
reflection of a discussion that occurred during
Comm ttee. Sonehow we have overl ooked that. But |
agree, we did intend to nake that a little bit nore
generic.

M5. McBURNEY: So we woul d be taking out
"witten and oral” and it would just be "required
successful conpletion wth a passing grade of exant --

DR. WLLIAVMBON. O an exam nation, yes.

M5. McBURNEY: -- "exam nation.”

DR. VETTER Yes, an exam nati on.

MR. LIETO Ralph Lieto. Are "successful
conpletion" and "with a passing grade" redundant?

DR. VETTER: Yes, yes, take off
"successful." That also was a comment that we had
earlier.

MS. McBURNEY:  Ckay.

DR. W LLI AMSON: And then the next
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question is on (b)(3). Sone of the sections say,
"board recogni zed by a Comm ssion" and sone say, this
one says, yours, Ruth, says, "by the Conm ssion or an
Agreenent State."

M5. McBURNEY: Right, | had just forgotten
to take that out.

DR, W LLI AMSON: Ckay, so "by the
Commi ssion" then --

M5. McBURNEY: By the Conm ssion.

DR W LLI AMSON: -- Is what you intend?
The i dea was several people comented on ny strawran
T&E that they thought that the recognition process
shoul d sonehow be centrali zed.

M5. McBURNEY: Right, at the Board.

DR. W LLI AMSON: Yes, the Dboard
recogni tion process.

MS. McBURNEY: But for (c), if they are
al ready on an Agreenent State |icense --

DR. W LLI AMSON: No, that's okay, | think

M5. MBURNEY: .290 or .390, yes; then
they can do the . 190 stuff.

DR. WLLIAVSON: Yes, | think so.

M5. McBURNEY: All right.

DR, WLLIAVBON: It was only (b)(3) I was

t al ki ng about .
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M5. McBURNEY: Yes, | had just failed to
take that out, and the sanme way on .290 as well.
DR. WLLI AMSON: Exactly.

M5. McBURNEY: Right. Corrections there,

too. Ckay.

Is that it for .1907?

CHAI RVAN CERQUEI RA: Q her comments for
t hi s?

DR. MALMUD: Not from Mal nud.

CHAI RVAN CERQUEI RA:  (kay, then let's go
on to .290.

M5. McBURNEY: Ckay. For .290, this is
for Energy and Localization Studies. W hard-wired in
t he boards that have been accepted, including the one
t hat the Comm ssion has recently accepted, and that is
the Certification Board of Nucl ear Cardi ol ogy.

Then, likewise, on (b) we will nake the
sane changes in (2) about the exam nation, and in (3)
correcting the "or an Agreenment State."

We also did the same thing for parallel
structure on the (d)(2) to obtain a witten
certification of whatever we are changing that to.
The preceptor, that's just attesting to their
trai ni ng.

O, if it was received in conjunctionwth
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a residency program thenthat witten attestati on can
be signed by the residency programdirector attesting
to the fact that they had successfully conpleted the
requi renents of (c)(1), the 700 hours of training.

CHAI RVAN CERQUEI RA:  Again, the question
of "certification" as opposed to sone other word
wll --

M5. McBURNEY: Right.

CHAI RMVAN CERQUEI RA:  -- be worked with.

M5. McBURNEY: |'msure NRC staff can cone
up with sone word

CHAI RVAN CERQUEI RA: A magi ¢ word.

Any other questions or discussions for
Rut h on . 2907

MR. LI ETC This is Ral ph. | have two
guesti ons.

One, just clarification under (a) that has
the certification --

M5. McBURNEY:  Unh- hum

MR. LIETO So does this nean that they
are certified in nuclear cardiology by the new
Certification Board of Nuclear Cardiology; they are
authorized for all imaging nodalities, imaging -- is
t hat correct?

M5. McBURNEY: They can be, but --
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MR LIETO So if they want to do --

M5. McBURNEY: -- we had a discussion of
t hat . At one tine | had pulled out "nuclear
cardi ol ogy" as a separate specialty, but really as far
as the radi ation safety aspects of it, it is the sane.

CHAl RVAN  CERQUEI RA: W had sone
di scussion, | think, during the neeting. W felt that
a lot of this would be done at the facility wth
credentialing commttees. W thought about putting
| anguage in there that would try to sort of nake
certain that cardiol ogists weren't doing brain scans,
but | think the general discussion was that was sort
of an issue of nedical practice rather than a
radi ati on safety issue.

DR. WLLIAMSON: This is Jeff WIIlianson.

The ACMUI had a very | ong di scussi on t hat
ran about two years on this issue. The background was
that at sonme point it was decided to distinguish
between |l owrisk and high-risk nodality.

In high-risk nodalities the centra
feature is that purely safety, especially radiation
saf ety, considerations coul d not be di stingui shed from
clinical experience or clinical conpetence, whereas
for lowrisks they coul d.

So this was the result of a |ong

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

84

del i beration whereby it was decided that the nuclear
medi ci ne i magi ng application should enphasize safety
and technical skills rather than clinical conpetence.
So it seenmed unwise to reargue this whole |arge
phi | osophical issue since it was part of the initial
SRMfromwhi ch the new Part 35 regul ati on was deri ved.

M5. McBURNEY: This is Ruth again.

Anot her aspect of that was that, as Dr.
Cerqueira nentioned or sonebody, that the credible
practice for those individuals would probably limt
what they could do. A cardiologist would limt,
probably Iimt their practice to cardiol ogy.

MR. LIETO | just wanted to be sure that
that was the intent.

My other comment had to do, under the
Section (d) -- was that the alternative pathway with
the 700 hours? Under "work experience,”" (b), and this
occurs, I t hi nk, in ot her ar eas of
training/ experience, it is a word -- it says,
"calibrating instrunments used to determ ne activity."
| had a real problemw th this calibration

If | could rmake the recommendation of
using what Sally has under the Authorized Nuclear
Phar maci st, where they say, "use and perform checks

for proper operation," because they really don't
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calibrateit. | think that is saying that the dose is
cal i brating. They really don't <calibrate dose
cal i brations.

M5. McBURNEY: Right.

MR LIETO | inmagine if you did, if you
got a special setting or sonething |like that, but |
think the intent was really to have experience in
usi ng and perform ng the checks for proper operation,
if I could just nmake that recomendati on.

DR EGAEl: This is Eggli.

| think that is correct, and you m ght use
a termsuch as "quality control procedures" because
the actual calibrations are done by the manufacturer.

CHAI RVAN CERQUEI RA:  Thi s i s verbiage from
the old regs., and | think we can certainly make t hose
changes.

| just have one other comment, too, on
Part (2), | guess it is (d)(2), where it says, "signed
by the residency," again, a lot of the cardiol ogy
prograns, they are fellows. So it should be
"residency/fellowship program” It is a m nor change,
but it would sort of make it a little bit clearer for
sone of our constituencies.

M5. McBURNEY:  Okay.

CHAI RVAN CERQUEI RA: Al right, other
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guestions or issues in this part then?

MS. MBURNEY: Questi on. This is Ruth
again. Wuld that be true on the Uptake and Dilution
as well, that that would be a fellowship, could be a
fell owshi p?

CHAI RVAN CERQUEI RA: Wl I, | guess there
is probably a generic training program

M5. McBURNEY:  Okay.

CHAI RMAN CERQUEI RA:  Yes, | don't think in
that situation it would necessarily be a fell owship.

M5. McBURNEY: | didn't think so.

CHAI RVAN CERQUEI RA:  No.

DR EGAEl: This is Eggli again.

For people Iike endocrinology fellows, it
could be a fell owship.

MS. McBURNEY:  Yes.

CHAI RVAN CERQUEI RA:  Yes.

DR EGA: If you, again, would say,
"training program director” rather than "residency
programdirector,"” do you not cover both?

CHAI RVAN CERQUEI RA:  You do. | guess we
could do it that way as well.

M5. McBURNEY:  Okay.

CHAI RVAN CERQUEI RA:  All right, so that

should take us through pretty nuch all of these
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sections. | guess the one that we didn't cover that
Rut h sai d she was responsi ble for was 35.590, for Use
of Seal ed Sources for D agnosis.

M5. M:BURNEY: Yes, this was a really
sinple one. All | did was put back in the words that
had previously been accepted. In this one, in the
current rule there is no requirenent for an
attestation of that training, for the eight hours of
cl assroom and | aboratory training that are required.
So | just left it at that wthout having
"attestation.” | didn't bring that up for discussion.

CHAI RVAN CERQUEI RA:  John, did you have a
conmment ?

MR. HI CKEY: Yes. this is John Hickey.

| agree this is a sinple section, but I
woul d point out the last |ine about training on the
use of the device, it raises the issue that really we
focused on in . 690 about the nodality. So it seens to
me that that should be separated out as a separate
par agraph, so that the board certification process
does not have to include training in the use of the
devices, unless that is the case.

M5. McBURNEY: It doesn't

DR, WLLI AVSON: Yes. This is Jeff

Wl lianmson, and | support that change, too: Mke a
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Section (d) which says, "in addition to satisfying
Parts (a), (b), or (c) above" --

M5. McBURNEY: What would the criteria for
anot her specialty board then be?

DR, W LLI AVSON: Vell, vyou see, the
concern is that the Anmerican Board of Radi ol ogy, say
t herapeutic radiol ogy, would not neet the criterion
(b), which says, all diplomates have to have training
in the use of this particul ar device.

M5. McBURNEY: Onh, | see.

DR. WLLIAMSON: So the suggestion is to
create a Section (d) which is parallel to the device-
specific or nodality-specific training that we have
had wi th sone of the others.

M5. McBURNEY: Okay. So if | --

DR, W LLI AVSON: Just take No. (c)(5)
away - -

M5. McBURNEY: Right.

DR. WLLIAVSON: -- and nmake a Section (d)
which says, in addition to conplying with the
requi renents of (a), (b), and (c), an authorized user
for such-and-such shall have training in the use of
the specific device for the uses requested.

M5. McBURNEY:  Okay.

CHAI RVAN CERQUEI RA:  Rut h, are gadol i ni um
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sources covered under this?

M5. McBURNEY: Are what?

CHAI RVAN CERQUEI RA: Gadol i ni um sour ces
for attenuation correction, | nean, is that covered
under this or --

M5. McBURNEY: No. That is covered with
t he di agnosti cs.

CHAl RMVAN CERQUEI RA: It is? Ckay.

M5. McBURNEY: But the gadolini umsources
here are not used for diagnostics. These are |ike
bone densiti es.

CHAI RVAN CERQUEI RA:  Ckay. All right

MS. McBURNEY:  Yes.

DR. WLLIAVMSON: So these woul d probably
be americi um

CHAI RVAN CERQUEI RA:  Ri ght, okay.

Do people agree in Jeff's suggested
changes to sort of keep it in parallel with sonme of
t he ot her areas?

DR VETTER  Vetter agrees.

M5. McBURNEY: That nmakes sense.

CHAI RMAN  CERQUEI RA: Yes, okay. Al |
right, well, that takes us through this portion of the
docunent. W were supposed to take a break at 2:45,

but is the Commttee in favor of continuing, pushing
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on to get done?

DR EGAEl: | favor pushing on.

CHAI RVAN CERQUEI RA: Ckay. Because the
remaining itenms aren't really -- we just have to
review a couple of other areas.

So, John, do you have any other conments
that you would I'i ke to make at this point? Because we
seem to have gotten fairly good consensus on all of
these. At this point should the Commttee take a vote
formally now or would it be better for the Commttee
to have sone tine to think about this and then nmake
coment s?

MR. HI CKEY: This is John Hickey.

| mean, ideally, the earlier vote, the
better, but it seens to nme that, even if we take a
vote now, that should be subject to review of the
edi ted version that we woul d send out to the Comm ttee
to seeif they wanted to add any comments or poi nt out
any errors that they notice.

CHAI RVAN CERQUEI RA:  \What are the w shes
of the Commttee on how to proceed on this? Approve
it, pending review of the revisions?

DR. VETTER This is R chard Vetter.

| think the suggestions for editing,

i nprovenent, et cetera, have been very
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straightforward. | would vote for voting for approva
now, contingent on seeing the revision, so that we
don't have to take a formal vote |later.

DR. MALMUD: If that's the notion, | wll
second it.

CHAI RVAN CERQUEI RA: Ckay, we have a
nmotion and a second. Any di scussion? Anyone have
di sagreenents on doing that? Dr. Ml nud?

DR. MALMUD: Mal nud seconding it.

DR. BRINKER. This is Brinker.

Just as a sort of point of order, does
that nean that there will be no second vote on the
final product?

CHAI RVAN CERQUEI RA: Wl |, | guess peopl e
could give us witten coments. But | guess if we
approve it, then technically it has been approved.

DR EGAl: | think it nmeans that if you
see the draft or the revised draft and you don't I|ike
it, I think you can retract your vote.

DR BRINKER: Well, | don't think that's
good.

MR. LIETO No. This is Ralph Lieto.

| tend to echo Dr. Brinker's concerns that
voting on sonething before we have seen the final

witten version | think | have sone great concern
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Wt h. So | would oppose taking a formal vote on
approving it without having a witten docunment in
front of ne.

DR. NAG This is Subir Nag

| think what we can do, we can vote
online. | mean we can say we approve online. That
way we won't have to have a separate neeting.

CHAI RMAN CERQUEI RA: Ri ght . | think
John, would that be acceptable for the --

MR. H CKEY: Yes, yes, and | woul d suggest
that people could vote "approve with coments." W
can append the comments to the report. If a Commttee
menber feels they have a comment but they don't want
to vote "di sapprove,” they could still vote approved
and add their conment.

CHAI RVAN CERQUEI RA: So we do have a
not i on. Does the Committee -- it sounds |I|ike
basically get the final text revised, sending it out
to the Comm ttee nenbers, and then getting their vote,
either a fax or an email vote on the final notion,
giving people the opportunity to nmake specific
comments, and if there's significant disagreenent, |
guess we coul d convene anot her conference call. Does
t hat sound acceptable to the Committee?

(Multiple nmenbers respond "yes" at the
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sanme tine.)

CHAI RVAN CERQUEI RA:  Ckay, let's go ahead
and do that then.

Al right, so the other two itens on the
agenda, then, are basically the Agreenent State
| mpl enentation of the 10 CFR Part 35 Training and
Experience Requirenents. | asked John to put this on
the Comm ttee agenda because | think we've got a new
rul e whi ch has been published and goes into effect on
Cct ober 24th, and then we have |i ke a two-year period
during which you can either apply by the old or the
new Part 35, and the Agreenent States have three years
upon which to either becone conpliant wth the NRC or
make sone statenment as to whether they would like to
have alternative rules.

So it is going to be quite -- it is going
to be very chaotic out there. Wen the Conm ssioners
approved this, the agreenent Level, the Agreenent
State was Level C, John, is that --

MR. H CKEY: No, B. I'mgoing to ask M.
Lloyd Bolling to join us at the table at a m crophone,
fromour Ofice of State and Tri bal Progranms, and we
can go through this.

CHAI RVAN CERQUEI RA:  Ckay.

MR. H CKEY: But the conpatibility |eve
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is what is called B, which is essentially identical.

CHAI RMVAN CERQUEI RA:  Ri ght.

MR. HI CKEY: So the only issue is timng.
It is not whether they are required to inplenent
conpati bl e rul es.

LI oyd Bol I ing has now joi ned us.

MR. BOLLING That is correct, John. The
Agreenent States have been given three years fromthe
October '02 date. So that nmeans that on Cctober of
2005 the Agreenent States wll have to have a
conpatible rule, all parts of the rule, including the
T&E requirenents. The two-year transition period
within which the old and the new may be accepted is
within the three-year conpatibility period.

Now during the promul gation of Part 35,
which will go into effect this year, the Agreenent
States, sone organizations | believe petitioned the
Commi ssion to have the inplenentation be sooner than
three years, but the Comm ssion has clearly indicated
that they want the Agreenent States to have the full
three years. So that's where we are at this point.

CHAI RVAN CERQUEI RA:  That woul d be i deal .
| just sort of recall that in the early nineties the
G enn Comm ssion sort of |ooked at the NSC and the

Agreenent States, and one of their conclusions was
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that there is no enforcenent nmechani smat the federal
level if the states are not in conpliance. So | am
just not sure that if the states decide not to
necessarily enforce things the way the federal regs.
have been witten, does the NRC have the ability to
enforce it?

MR. BOLLING | amnot sure enforcenent is
the right word to use, but when it cones to
conpatibility, those regul ati ons or programel enents,
and regul ations are anong the program el enents, that
are deened to be high matters of conpatibility are
reviewed by us on a regular basis when the rules are
bei ng pronul gated as well as just before one of our
routine, periodic audits of the state prograns. So
that when we go out and audit a program if we find
that a certain portion of a rule has not been adopted
or the whole rule itself has not been adopted, the
state will not get an adequate review for that period.

As you know, the agreenent is between the
governor and the Chairman of the Comm ssion. So if,
in fact, sone health and safety issue has not been
addressed, we can go directly to the governor and
di scuss with the governor what we consider to be a
| apse in the regulation. Usually, that is enough to

get the regul ati on passed.
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CHAI RVAN CERQUEI RA:  kay, again, maybe |
amjust being too concerned about sonething that wll
wor k out, but, again, it can be very chaotic out there
unl ess we get very good agreenents. So | just kind of
wanted to bring that up as an issue.

Rut h, do you think the Agreenent States,
which are clearly the majority of states now, wll
pretty much go along with the revised Part 35 and t hen
the revision of the Training and Experience
Requi r ement s?

M5. McBURNEY: Yes, |'mpretty sure that
they will. For sonme states the process takes alittle
| onger than it does with others. Sonme states have to
take their rules to a legislative coomittee; others
just to their rulemaking body, which for a health
departnment coul d be a board of health or a conm ssi on,
if it is an environnental agency. So the tinme that it
takes to get those rules adopted is going to vary.

|  know that the Nuclear Regulatory
Comm ssion is training this sumrer for inplenenting
Part 35, and a |lot of the Agreenent State personnel
are participating in that regional training. It is
going to be put on at, | guess, the regional offices,
is that right, LIoyd?

MR. BOLLING That is correct, yes.
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M5. McBURNEY: And we have had it brought
up at national neetings. So everybody is really aware
of the rules and the changes. So it is just a matter

of getting it done. It is goingto vary fromstate to

state for a while, but | think wthin that two-to-
three-year tinmeframe you will see them getting them
adopt ed.

CHAI RVAN CERQUEI RA: Wl |, good, that is
reassuri ng.

Any other comments fromthe Commttee?

(No response.)

Ckay, the last thing on the agenda thenis
the Status of the New ACMUJ Appoi ntnents and Future
Vacanci es. John, do you have an update on that?

MR. HI CKEY: Yes, | amgoing to ask Angel a
WIlliamson to join us at a mcrophone just for a
monment. | amgoing to ask Angela to correct nme if I'm
wWr ong.

In 2003 the only appointnents are people
that are eligible for reappointnent. There are five
of those: Dr. Dianond, Dr. Nag, M. Schwartz, Dr.
WIllianmson, and Dr. Vetter. | am not sure, Angel a,
whet her all of them have indicated an interest in
reappoi ntnent or have we not heard back from sone of

t he people yet?
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V. W LLI AMSON: Thi s IS Angel a
W1 1lianson.

The people that | have a definite
commtnment to another termfromare Dr. D anond, Dr.
WIllianmson, and Dr. Vetter.

MR. H CKEY: | shoul d point out people are
not obligated at this point to indicate whether they
are wlling to be reappointed, but they will need to
indicate that in the future, so that we can arrange
the foll owp by 2003.

CHAI RMAN CERQUEI RA: I think in 2004 |
rotate off, and Ruth McBurney will be rotating off.

So | think one of the discussion that we
had at the full Commttee neeting was to try to do the
appointnments in anore tinely fashion, so we avoid the
vacancies. | think we should formally contact all the
peopl e that are up for reappointnment in 2003 and see
if they are interested in being reappointed. |If they
are not, then we should basically request new
appoi ntees for those positions. | guess sonetine next
year we should sort of do the sane for the two people
that will be rotating off the follow ng year.

MR. HI CKEY: Yes, we agree, and our
Directors have indicated their agreenent that we need

to make sure these things are done with adequate | ead
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tinme, so that there is no standi ng vacanci es.

CHAI RVAN CERQUEI RA:  Good. Well, | think
that pretty nmuch concludes the formal agenda of the
Comm ttee. | did say that we would have the
opportunity for the public, and thereis actually only
four people sitting out there in the public here at
t he NRC headquarters, to make comments.

So, M. Ufelman, Bill U felmn, |egal
counsel for SNM w shes to --

MR. UFFELMAN: Never letting a nonent to
coment on sonething pass ne by, | amBill U fel man.
| am the GCeneral Counsel and Director of Public
Affairs for the Society of Nuclear Medicine. Just a
couple of nitpicking cooments, | suppose, but it is
what | get paid for.

Section 35. 55, under t he Nucl ear
Phar maci st, the |anguage at the new or what is now
(c)(3) I think is inappropriate. The reference to
(b)(2) of this section doesn't nmake any sense anynore.
That went back to 35.55 as printed in The Federal
Regi ster.

| think what we are trying to say, or what
you really want to say because of the rewite that
becane (c)(1) and (2) is that (3) needs to say,

"listed in (c)(1l) and (2) of this section,” But
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having only spent a fewm nutes looking at it, | think
that is correct.

M5. SCHWARTZ: | think that | understand
the comment, and | think it should be (b)(3). 1 think
the issue is the certification or the attestation,
which is now in (b) -- or, excuse ne, (c)(2). The
Supervi sed Practical Training needs to be attested to
by the board-certified nuclear pharmacist. But they
are not certifying the didactic training. So it
shoul d be just --

MR. UFFELMAN: It should be "Charlie" 2,
not "Bravo" 2.

M5. SCHWARTZ: Excuse ne?

MR. UFFELMAN: |t shoul d be, at | east what
was handed out here locally, it should be then (c)(2),
not (b)(2) because you changed your -- you're in
"Charlie,” not "Bravo." Okay. | will buy that. |
have no problemw th that.

M5. SCHWARTZ: That is correct.

MR. UFFELMAN: Okay. Then, I'msorry, I'm
standing up holding all this stuff, and |I've got to
find the right page before | dunp everything.

The training in 35.390, and nunerically I
think it is 4(g)(1), (2), (3). It was the area where

you were tal king about the sodiumiodide, I1-131. |
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think that should be "of" rather than "or" in (g)(1)
and (g)(2). O herwi se, grammatically, it makes no
sense.

M5. SCHWARTZ:  Yes.

MR. UFFELMAN: I n the begi nni ng, when you
wer e tal ki ng about 35.390, | believe it was Dr. Ml nud
who asked a question about the -- or the question cane
up as to the three-year residency prograns, and the
coment was nade, "Well, those are grandfathered or
t he existing ones are grandfathered."

But, in fact, this is the prospective
section, so that in fact the ABR program (b)
residency in radiology, or sonething else wwth a two-
year fellowship, would that, in fact, be covered in
(a)(1)? The coment was made, "Well, this was just
gr andf at hered. "

| am | ooking forward prospectively. Are
you, in fact, covering all the prograns you intend to
cover? | know you want to cover them but did you, in
fact, capture that in that |anguage?

DR. W LLIAVSON: This is Jeff WIIianson.

| believe that Dr. U felman is correct
t hat we shoul d change this to be a mi ni numthree-year
residency, including -- "that includes 700 hours of

nucl ear nedicine training," sonmething |like that.
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DR. MALMJUD: But may | suggest that it be
a "mnimumof three years of residency"” rather than a
"t hree-year residency"?

DR. WLLIAMSON: Yes, and then indicate a
duration of nuclear nmedicine training that fits with
what was negotiated in previous years, it seens to ne
woul d be reasonabl e.

MR. HI CKEY: This is John Hickey.

Could | clarify, are we |ooking at
.390(a)(1)?

MR. UFFELMAN: Correct.

DR. MALMUD: Yes.

MR. UFFELMAN: | think what they want to
capture -- ABR s staff representative is here, too.
We try and huddl e on sone of this stuff. They want to
capture that a person who has been in a radiology
trai ni ng programwhi ch enconpasses nucl ear nedicineis
qualified, as is a nuclear nedicine physician, or
sonebody who has done a nucl ear nedicine residency.
Am | correct that's what you are trying to capture?

DR. W LLI AMVSON: That was nmy
understanding. This is Jeff WIIlianson.

DR. VETTER This is Richard Vetter. That
was ny understanding as well.

MR, UFFELMAN:. So, yes, you do need to fix
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t he | anguage, whatever the fix is that you want to do.

QG her than that, | think we've got
everything. W were huddling back here when you were
talking about -- and it was a carryforward of the
| anguage, but when you | ook at .590, it says, | ook at
35.590 in (a) "is certified in radiology"” under
(a)(1), and then in (a)(2) it says "nucl ear nedicine
by the Anerican Board of Nuclear Medicine." There is
no specific reference to nucl ear nedi cine. You know,
it is a presunption that nuclear nedicine 1is
enconpassed in the radiology certification, is that
correct?

In an ABR radiology certification, that
enconpasses nucl ear nedi ci ne because there is a point
back here in one of the other sections where you, in
fact, break out and say, "in nucl ear nedici ne by ABR "

MR, LIETO You nean a speci al conpetency
-- this is Ralph Lieto -- you nean a special
conpetency in nucl ear nedicine?

MR. UFFELMAN. R ght. Yes, I've got to
find the | anguage. |'"d better have all the pages
flagged here, like I should have.

DR. VETTER This is Richard Vetter.

My under st andi ng of radiol ogy, it woul d be

old radiol ogy. It is not current diagnostic
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radi ol ogy. But the old radiol ogy i ncl uded t herapeutic
r adi ol ogy.

M5. FAIROBENT: This is Lynne Fairobent
with the American Coll ege of Radi ol ogy.

Ral ph, the question, and | guess Dr.
Eggli, the question is, does ABR have a separate
certification in nuclear nedicine from diagnostic
radi ol ogy? What's been brought forward is the current
| anguage that's in the existing Subpart (j), but ny
question is, does ABR actual | y have a separ at e nucl ear
medi cine certification in addition to the diagnostic
radi ol ogy certification?

DR. VETTER No, the diagnostic radiol ogy
was special conpetency, | think is what they have in
ABR.

DR EGAE.l: This is Eggli.

It is actually these days called a
Certificate of Added Qualification.

MS. FAI ROBENT: kay, and then | guess ny
guestion is, do we have to do anything to change to
reflect the words that are being proposed in these
sections? Because on unnunbered page, but it woul d be
-- Section 35.390(c)(1) states that, "Boards currently
recognized by the Commssion to neet all the

requi renents of paragraph (a) of this section include
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t he Aneri can Board of Nucl ear Medi ci ne and t he Nucl ear
Medi ci ne sections of the Aneri can Board of Radi ol ogy."

So that wording inthat particul ar section
on .390 is different than the wording in .190 and . 290
and . 590.

MR. HI CKEY: This is John Hickey.

What is the significance of t hat
di fference? What's the concern?

MS. FAI ROBENT: My concern is that we
don't drop out radiol ogi sts who are practicing nucl ear
medi ci ne.

MR. H CKEY: Ckay.

V5. FAI ROBENT: O it is being nuclear
medi ci ne physi cians certified by the Ameri can Board of
Nucl ear Medi ci ne.

MR. HI CKEY: The understandi ng was that
all of these existing board certifications were goi ng
to be re-reviewed and determ ned whether they net
certain criteria before they were listed. So at that
time a determ nation would be nade whether they are
titled correctly. |Is that your concern?

M5. FAI ROBENT: Well, that and, also
consi stent | anguage from one section to the other as
you are referring to the board --

MR H CKEY: Vell, it was discussed
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earlier that the | anguage needs to be consistent from
section to section.

DR W LLI AMSON: well, Jeff WIIianson,
and | think this whole section needs to be rewitten
fairly carefully. You know, it seens it would help,
first of all, if we put the listing of the boards
maybe at the beginning to get that straightened out
and then canme up with sone wordsmthing that gets
across the point, which was I think the enphasis, the
Subcomm ttee's consensus was that there should be a
three-year residency in sonething, sone field. | t
just shouldn't be 700 hours of training al one because
this is a high-risk nodality.

The idea, | think, was the three-year
residency in radiology, with the m ni mrum 700 hours of
practice in nuclear nedicine or certification in
radi ati on oncol ogy, and I guess we woul d have t o maybe
break out what the other options woul d be to make sure
we don't | eave anyone out. Because the intent was to
cover all of the other groups that were allowed to
practice this indication, not excluding.

DR.  MALMUD: My suggestion -- this is
Mal nud agai n -- ny suggestion was that we use the term
"three years of residency”" so that we would not

exclude either radiologists who took one year of
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training in nuclear beyond their radi ol ogy program or
nucl ear physicians who only had two years of nucl ear
medi ci ne residency above their basic training in
ei ther radiology or nedicine or sone other field.

DR W LLI AMSON:  Yes.

DR. MALMUD: And that is why | thought the
term"three years of residency,"” rather than a "three-
year resident” would rather be prescriptive.

DR. WLLI AMSON: How woul d you capture the
-- or how woul d you excl ude sonebody who has a three-
year residency in dermatology or sonething and zero
experience or zero significant experience wth
i oni zing radi ati on medi ci ne?

DR, MALMUD: Don't the requirenents for
t he conponents of the training programrenmain, even
t hough they have had as requirenents of the three
years of training? In other words, are we not
requiring that there be sonme experience within those
three years?

DR, NAG The problem | think, of the
acceptability at three years of residency is that
al nost every physician has three years of residency.
They may be in sonmething closely associated to either
radi ol ogy and nucl ear nedi ci ne or radi ati on oncol ogy.

So unl ess you have those words either "radi ot herapy or
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nucl ear nedicine,"” standards becone essentially
irrel evant.

DR. WLLIAVMSON: All right. Dr. Nag would
suggest nmaybe we put three years of residency in
radi ati on oncology or three years of residency in
radiology or a related field that includes at |east
bl ah, bl ah, blah hours of nuclear nedicine, imaging
experi ence.

DR MALMUD: That sounds |like an
i nprovenent .

CHAI RVAN CERQUEI RA: Wl |, | think Jeffrey
shoul d nmake these changes and then sort of get them
out for coment, so we get full clarification on this,
and | guess sort of get all the involved parties to
make conment .

DR. WLLI AMSON: Okay, hearing that | am
now assigned the task of rewiting of 35.390 --

(Laughter.)

MR, HICKEY: Well, this is John Hickey.
Unfortunately, Dr. D anond had to | eave early, but I
am sure he would be wlling to assist when he's
avai | abl e.

On that point, Dr. Cerqueira, Dr. Vetter,
| woul d ask, do you feel you, with the Subcomm ttee,

are in a position to develop the revised draft?
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DR VETTER This is Richard Vetter. Yes,

| do.

MR HI CKEY: Okay.

CHAI RVAN CERQUEI RA:  And we shoul d cone up
with a tineline on this as well, because this is the

8th, and we really -- Dick, realistically, howlong do
you think it is going to take your Subcommttee to
turn this around?

DR VETTER This is R chard Vetter.
Vll, up until a few m nutes ago, | thought we could
do it in a couple of days.

(Laughter.)

But noww th the potential rewite of .390
here --

CHAI RVAN CERQUEI RA: Well, what's the
Commttee's feeling? | nmean, | think the issues that
have been brought up are -- we don't have David on the
line, unfortunately. Jeffrey, what do you think?

DR W LLI AMSON: | can try to turn it
around in a coupl e of days because | ater this week the
AAPM Annual Meeting starts that |1'm going to be
unavai |l abl e for the next week.

CHAI RVAN CERQUEI RA: | think if we nade it
a week fromtoday, the 15th, that woul d be ideal

DR. VETTER  Sally, are you able to get
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your -- this is Richard Vetter -- are you able to get
your section to nme a week from today?

M5. SCHWARTZ: Yes, | wll do that.
Actually, I am on vacation this week, but | have ny
conputer with ne, sol will contact people | need and
| amsure | can have it to you in a week.

DR. VETTER  Ckay.

CHAI RMVAN CERQUEI RA: So we will aimfor
t he 15th.

Rut h, do you think you could -- you don't
have too many revi sions on yours.

M5. McBURNEY: This will be pretty sinple.
| can do that in a couple of days then

CHAIl RVAN CERQUEIRA: So if we did it by
the 15th, and then the staff has sonme verbi age to cone
up with for sone of these things, and --

M5. McBURNEY: So we send themall to Rich

agai n?

DR VETTER  Yes.

M5. McBURNEY:  Okay.

CHAI RMAN CERQUEI RA: Yes, and then he
would send it around to the staff. When does the

staff, if they get everything by the -- Dick, | think
your job should basically just be to coordinate and

then pass it on.
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DR  VETTER | agree, yes. This is
Ri chard Vetter. If everyone could send ne their
revisions, | will nmake sure it all gets incorporated

into a single draft, and I will forward that to NRC
staff for distribution to the Conmttee.

DR. NAG By the way, if when you are
doing that you can do it on the edit node, where you
have exact changes on, it is a |lot easier to see what
was changed, rather than having to go through the
entire docunent.

DR VETTER Ckay. This is R chard
Vetter. Wuld the Commttee like to see it in edit
node?

MR. H CKEY: That nmeans there would be
redli nes and strikeouts marked on it, correct?

DR. VETTER  That's correct, yes.

DR. NAG And if you don't like it, you
can always turn it off. As you go through the top
you can turn it off.

DR. VETTER  Ri ght.

CHAI RVAN CERQUEI RA:  But does the staff,
if you get it on the 17th from Dr. Vetter, do you
think you could get it out to the people by the 19th
of July?

MR. HI CKEY: Yes, we would intend to get
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it back out the same week. We would like to know from
the Conmttee how long they would like to reviewit.
Again, | suggested that if you want to approve with
coments, that could be a type of vote, as opposed to
just a straightforward approval or disapproval.
Hopeful ly, there wouldn't be any di sapprovals.

CHAI RMAN  CERQUEI RA: So if we get
everybody to send it over two weeks, or three weekends
and two weeks in between, if we go for August the 5th,
woul d that give everyone enough tinme?

M5. SCHWARTZ: Yes, it woul d.

DR VETTER  Yes.

CHAI RVAN CERQUEI RA: (kay, then we could
basically, once we have gotten that, we coul d take the
cooments and see the level of disagreenent, and |
guess we coul d make a decision at that point whether
we should send it out for -- if there are substantive
di sagreenents, then we coul d basi cal | y convene anot her
conference call

Does that sound | i ke a reasonabl e tineline
and gane plan on this?

DR. VETTER Yes, that sounds reasonabl e.

M5. SCHWARTZ: Yes, it does.

CHAI RVAN CERQUEI RA:  Okay. | appreciate

Sally's giving up part of her vacation to do this.
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(Laughter.)

M5. SCHWARTZ: Thank you.

CHAI RVAN CERQUEI RA:  Ckay, | have no ot her
-- any new business or any other itens that people
would |ike to discuss?

M5. SCHWARTZ: And we will be editing the
June 27th, 2002 version in edit node? s that
correct?

DR. VETTER That is correct.

CHAI RVAN CERQUEI RA:  Ri ght.

DR. WLLIAVSON: Jeff WIIlianson here.

CHAI RVAN CERQUEI RA: | knew Jeff would
have sonet hi ng.

DR. WLLIAVSON: Briefly, for John Hi ckey,
what is the overall process that this docunent is
going to undergo or this effort is going to undergo
after the preparation and approval of this docunent by
t he ACMUI ?

MR. HI CKEY: This is John Hickey.

The Conm ssion has asked the staff to
provide options prior to the effective date of the
rule, prior to October 24th, for their review. That
woul d i nclude the recommendations of the Commttee as
wel |l as other options identified by the staff, which

could include no change. It could include adopt the
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ACMUJI recomendations, and it could include other
opti ons.

So the recommendations of the Committee
will be incorporated into that transmttal to the
Commi ssion prior to October 24th, but then the
Comm ssion wll have to reviewthat. It is too early
nowto try to predict howlong it would take for the
Comm ssion to decide what they are going to do about
this issue.

DR. WLLIAMSON: |Is there any opportunity
for the ACMJ to have sone input or express its
opi ni ons about the other option?

MR. H CKEY: W haven't determ ned that
yet, but we can talk nore with the Comm ttee and | ook
into that.

DR, WLLI AVSON: | nmean, it just would
seemto ne to be, given how difficult this issue has
been, if the Commttee could have sone kind of a
briefing or some opportunity to express its vi ew about
the overall white paper that you are going to present
to the Comm ssion, including, you know, the other
option --

MR HCKEY: We will look into that. |
can't speak for the Conm ssion as to what they want to

do, but that is certainly a reasonabl e request.
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DR, WLLIAVSON: This is beforeit getsto
t he Conmm ssi on.

MR. H CKEY: Well, but the Conm ssion has
to agree on what the arrangenents are.

DR, WLLIAVSON: Well, yes, | understand
t hey have to nake a decision and they will or will not
consult us, depending on what they want to do, but it
sounds |i ke our docunent is going to be a subset of a
| ar ger docunment that your staff is going to prepare.

MR. HI CKEY: That is correct.

DR. WLLIAVSON: So what |I'maskingis, do
we have any opportunity to express our opinion or
vi ews on the ot her conponents of the docunent that are
contributed by your staff?

MR, HICKEY: | understand that. | say we
have not specifically arranged for that, but we wll
| ook into that. But sinceit is a communication with
t he Comm ssion, we also have to coordinate that with
the Comm ssion, both wth respect to the timng and
t he substance, but we certainly will |look into that.

CHAI RVAN CERQUEI RA:  And, John, when you
tentatively set up a neeting for the ACMJ Conmttee
wi th the Comm ssioners on Cctober 28th and 29t h, which
are a Monday and Tuesday, would we have a tine then to

di scuss this with thenf
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MR. HI CKEY: Well, | don't think that that
is a neeting with the Commission. | don't recall --
| think that is the ACMJ neeting, but did we agree
that that was going to be a neeting with the
Comm ssi on? Because you net with the Conmm ssion
earlier this year. But, again, we could ask if the
Comm ssion can neet with the Conmttee, not just make
the witten communi cati ons.

CHAI RMVAN CERQUEI RA: Vll, | think what
Jeff and sone of the other Conmttee nenbers are
suggesting is that it would be appropriate. W have
spent a lot of time on this, and we certainly would
like to get sone feedback as well as have sone
interaction with these --

MR H CKEY: But Dr. WIllianmson is also
aski ng about having prior review and conment, even
before this goes to the Conm ssion, but both of those
could be arranged, the prior interaction and also a
face-to-face neeting with the Conm ssion.

DR W LLI AMSON: Vell, in view of the
i nportance of this to the regul ated conmunity, and the
conduct of radiation nedicine, |I think it wouldn't be
a bad idea to have -- the nore views, | should think
the better your report would be, that it would be

ultimately to the Comm ssion's advantage to have
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addi ti onal feedback on the other alternatives that the
staff conmes up wth.

CHAI RVAN CERQUEI RA:  So | guess it is the
feeling of the Conmttee and the view fromthe other
people is to basically try to get nore feedback to the
Comm ssioners as well as try to neet with themon this
specific issue? |s that what people are saying?

DR. WLLIAVSON: | guess | would put it as
a formof a notion, if you would like. So that is a
nmotion, that we shoul d have an opportunity to di scuss
the final report with the Conm ssion and have an
opportunity to give sone feedback on the report
prepared by the staff prior to subm ssion to the
Conmi ssi on.

DR. MALMJUD: |'ll second that notion.

CHAI RVAN CERQUEI RA: Ckay, any further
di scussi on?

(No response.)

Al'l those in favor of the proposal ?

Any opposed?

| think it is pretty unaninous, John.
It's easy for John to say; he's not going to be here.

Ckay, well, | think that ends our
busi ness.

M5. SCHWARTZ: Could | ask one thing?
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CHAI RVAN CERQUEI RA:  Yes.

M5. SCHWARTZ: Could you paginate the
docunent when you send it back?

DR. WLLIAVSON: | will do that.

M5. SCHWARTZ: Thank you.

DR WLLI AMSON:  Sure.

CHAI RMAN CERQUEI RA: | woul d I'i ke to t hank
the conmttee for excellent work, and our m ni mali st
audi ence out here. Thank you.

(Wher eupon, the foregoing matter went off

the record at 3:36 p.m)
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