aj h

AT

DEPARTMENT OF HEALTH AND HUMAN SERVI CES

FOOD AND DRUG ADM NI STRATI ON

NATI ONAL MAVMOGRAPHY QUALI TY ASSURANCE

ADVI SCRY COW TTEE

Monday, January 13, 1997

9:22 a. m

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

Bet hesda Marriott
Grand Bal | room
5151 Pooks Hi Il Road
Bet hesda, Maryl and

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



PARTI Cl PANTS

Eli zabeth A Patterson, MD., F.AC R, Chair
Charles K Showalter, MS., Executive Secretary

VEMBERS

Lawrence W Bassett, MD., F.ACR
Tansen Lynn Bassford, M D.
Priscilla Fay Butler, MS.

Rita W Heinlein, RT.

Kat hl een A, Kaufman, B.S., R T.

Any Langer, M B. A

Ruth E. McBurney, MS.

Marsha T. OCakley, B.S.N., RN
Robert A. Smth, Ph.D.

CONSULTANTS

Carl J. DOsi, MD.

Rol and G Fl et cher

Joel E. Gray, Ph.D.

M chael N. Linver, MD.
Ellen M O Mara, D. O

Esther E. Sciammarella, MS.

GUESTS

Carole Chrvala, MA., Ph.D.
Dani el Kopans, M D.
Bar bara Monsees, M D.

FDA

Charl es Finder, MD.

M chael A. Friedman, M D.
Fl orence Houn, M D.
Joseph Levitt, J.D.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

CONTENTS

Conflict of Interest Statenent:
Charl es Showalter, M S.

M chael A. Friedman, M D.

Conmi ttee Busi ness and | ntroducti ons:
Eli zabeth Patterson, M D.

Medi cal Records and Mammogr aphy Reports:

Ellen M O Mara, D. O

Open Public Hearing:
Ri chard G aves

Qual ity Assurance- Equi pnent:
Priscilla F. Butler, MS.
Joel E. Gray, Ph.D.

Qual ity Assurance-Ceneral:
Tansen L. Bassford, MD.

Addi tional Cdinical |Imge Review and
Exam nee Notification:
Any Langer, M B. A

Medi cal Physi ci sts:
Ruth E. McBurney, MS.
Priscilla F. Butler, MS.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666

Page No.

35

44

121

143

202

266

298



aj h

PROCEEDI NGS
Conflict of Interest Statenent

MR. SHOMLTER: As usual, | wll begin by reading
the conflict of interest statenent for the National
Mammogr aphy Qual ity Assurance Conmttee Meeting, January 13
t hrough 15, 1997.

The foll owi ng announcenent addresses conflict of
interest issues associated with this neeting and i s mde
part of the record to preclude even the appearance of any
i npropriety.

To determine if any conflict existed, the Agency
reviewed the submtted agenda and all financial interests
reported by the Conmttee participants. The Conflict of
Interest Statutes prohibit special governnent enpl oyees from
participating in matters that could affect their or their
enpl oyer's financial interests. However, the Agency has
determ ned that participation of certain consultants and
menbers, the need for whose services outweighs the potenti al
conflict of interest involved, is in the best interest of

t he governnent.

Full waivers continue in effect for 18 out of 24
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partici pants because of their financial involvenent with
facilities that wll be subject to FDA s regul ati ons on
mamogr aphy quality standards, with accrediting, certifying
or inspection bodies or with manufacturers of nmamography
equi pnent, since these organizations could be affected by
the conmttee's deliberations.

The participants include: Dr. Elizabeth Patterson
Dr. Raquel Arias, Dr. Tansen Bassford, Ms. Margaret Botsco,
Ms. Priscilla Butler, Dr. Carl D O'si, M. Carol
Garl i nghouse, Ms. Rita Heinlein, M. Kathleen Kaufman, Ms.
Any Langer, Dr. M chael Linver, Ms. Ruth MBurney, M.
Mar sha Qakl ey, Ms. Maria Ronero, Ms. Esther Sciammarell a,
M. Roland Fl etcher, Dr. John Lunpkin and Dr. David
W nchester.

Copi es of these waivers nmay be obtained fromthe
Agency's Freedom of Information O fice, Room 12A-15 of the
Par kl awmn Bui | di ng.

A full waiver was granted to Dr. Ellen O Mara, a
radi ol ogi st, since she will be asked to provide advice on
the qualifications needed by nenbers of her profession to

provi de qual ity mammography services and to coment on
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gui dance docunents directly related to this discipline.

A waiver is in effect for Dr. Joel Gay that
limts his participation in discussions of manmography
phantons. He may di scuss phant om technol ogy i n general but
will not vote on standards for these devices.

Qut of an abundance of caution, we have al so
[imted Dr. Edward Hendrick's and Dr. Law ence Bassett's
participation in equi pnent standards because of their
i nvol venent wi th mammogr aphy devices. They are allowed to
di scuss manmogr aphy technol ogi es, including digital devices,
as well as to tal k about their observations and experience
w th these products; however, they will refrain fromvoting
on specific equi pnment standards.

Drs. Gray, Hendrick and Bassett al so have waivers
in effect because of their financial involvenent with
facilities that will be subject to FDA's regul ati ons on
mammogr aphy quality standards, with accrediting, certifying
or inspecting bodies or wth manufacturers of mammography
equi pnent, since these organi zations could be affected by
the conmttee's deliberations.

Al so, several of our nenmbers and consultants
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reported that they received conpensation for |ectures they
have given or will give on mamogr aphy-rel ated topics.
However, they have affirned that these | ectures were offered
to them because of their expertise in the subject matter and
not because of their nmenbership on the committee.

In the event that the discussions involve any
other matters not already on the agenda in which an FDA
participant has a financial interest, the participants
shoul d excl ude thensel ves from such invol venrent and their
exclusions wll be noted for the record.

We woul d like to acknow edge the foll ow ng guests:
Dr. Dani el Kopans, from Massachusetts General Hospital,

Bost on, Massachusetts; Dr. Carole Chrvala, Col orado
Department of Public Health and Environnent, Boul der,
Col orado; Dr. G| da Cardenosa, the Susan G Konen Breast
Center, Peoria, Illinois; and Dr. Barbara Mnsees,

Mal |'i nckrodt Institute, St. Louis, Mssouri.

Wth respect to all other participants, we ask in
the interest of fairness that all persons nmeking statenents
or presentations disclose any current or previous financial

i nvol venent with accreditati on bodies, states doing
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mamogr aphy i nspections under contract to FDA, certifying
bodi es, nobile units, breast-inplant imging, consuner
conplaints, the Anerican Board of Certification in
Radi ol ogy, and nmammobgr aphy equi pnent.

We have the great pleasure this norning to have
with us Dr. Mchael Friedman, who is Deputy Comm ssioner for
Operations of the Food and Drug Adm nistration, and we have
asked Dr. Friedman to address the conmttee at the begi nning
of the program

Dr. Friedman

M chael A. Friedman, M D

DR. FRIEDVAN: Thank you. | appreciate the
opportunity to address you this norning. | also apol ogize
to everybody behind ne. It is not the politest

presentation, but it may be the nost attractive all things
consi der ed.

| would |ike to take this opportunity to wel cone
this coomttee. M involvenent with this activity is
relatively brief, certainly nmuch briefer than your
i nvol venent of the FDA staff's involvenent, which is of a

much nore consi derable nature, so ny points today wl|
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reflect ny perspective comng into this as | do.

| want to apol ogize to you that although I think
this is a very inportant and worthwhile topic, that ny
schedul e precludes ne from participating and observing as
much as | would like to, and I hope you will excuse nme when
| have to leave a bit later in the norning.

In wel comng you to this latest neeting of the
Nat i onal Mammography Qual ity Assurance Advi sory Conmttee,
would i ke to nmake a few points. | very nuch recogni ze,
even though | have only been briefly involved in this
activity, the serious dedication that you all have brought
to this advisory effort.

We certainly anticipate receiving your advice on
many i nportant topics to be addressed over the next three
days. | would hope to do two things this norning in ny
remarks to you: first, to enphasize the inportance of this
nmeeting to the process of conpleting the final standards,
you are well aware of this; and second, to respond to your
| etter expressing concerns about the process fromthis point
on, and to nmake sone suggestions and | hope a proposal that

| think will address your concerns. This certainly has been
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our intention to try and do so.

On the first point, the discussion over the next
three days wll have a significant inpact on the final
standards as they -- | amso sorry, it's not ny pacenaker
doing that, it's sonething back here -- over the next three
days will have a significant inpact on the final standards
as they are drafted after this neeting.

We have al ways val ued the advice of this commttee
and appreciate the expertise and diversity of representation
of the commttee. Qur actions in the past, particularly
reflected in the proposed final regulations, indicate the
wei ght that we have placed on previous conmttee advice.

This, | believe, is the 12th neeting of this
Advi sory Conmmittee. It will be the 7th at which the primry
topic of discussion will be the quality standards.

We have had to revise, as you know, our tinme
schedule in order to conply with the congressional directive
to publish final regulations in Fiscal Year '97. This is a
mandat e whi ch goes beyond the Agency's control. The Agency,
therefore, is commtted to neeting its deadline of Cctober

1st, 1997.
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This is also the year that appropriations for
i npl ementati on of MJSA nust be reauthorized. This nakes it
particular inportant for us to neet this congressional
deadline. There are many reasons that we should do so.
These are nerely two. As you may recall, Congress, inits
anendnent to MXA, that allowed us to do the interim
regul ations, expressed its intent that we conplete the final
regul ati ons by COctober 1st, 1995.

It has obviously taken | onger than that to
conplete the process in a truly conprehensive way. At sone
poi nt, however, we sinply nust finish, and | believe that it
is nowtine to conme to closure on this particular process in
order to publish by Cctober 1st, 1997, we nust conplete the
drafting of the docunent within FDA and have that package of
regul ati ons noved on to the admnistration for the rather
extensive cl earance process, and the date for that will be
June of this year.

That noves us to a discussion of this neeting.
This, | believe, is a very inportant opportunity for you to
gi ve us your view on issues raised by the public coments,

so that we can translate those nost neritorious ones into
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the final regul ations.

The April of 1996 proposal was based in |arge part
on Advisory Commttee comments on previous neetings, as well
as conmttee comments on nunerous earlier draft standards.
The April 1996 neeting was held to get conmttee comments on
the proposal. It resulted in significant recommended
changes in about 35 of sone 500 published sections of the
proposal , roughly 7 percent.

One way of interpreting this is to say that there
was general agreenent on 93 percent of the sections of the
proposal as it was published. This, | think, reflects how
seriously we have taken the commttee's comments in the
past, and simlarly, many of the recommendati ons made at the
April 1996 neeting will likely be incorporated into our
further revised drafts.

Neverthel ess, in order to neet the Cctober 1st,
1997 deadline, there is insufficient tine for another forma
meeting of this commttee at which you coul d consider what
shoul d be contained in the final standards.

| think that makes this neeting especially

inmportant. It is critical that we get your best advice,
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your best comments, and your best thoughts on the nmany
i ssues raised by the public discussion and conments.

| have given real consideration to your letter
expressing your desire to participate further in this
regul atory cascade, and | would like to offer this proposal.

W would like to offer you a chance, probably in
early April, but that date is still a little unsure, sooner
i f possible obviously, to review the penultinmate draft that
will at that tinme be in the process of being polished by the
Agency.

I f you would like this opportunity, | would ask,
t hough, for a couple of things. | would ask that your
comments on that information be submtted to us wthin a
two-week period of tine. | recognize that that is a very
short period of time, | recognize that you all are terribly
busy, and this puts a real strain upon your abilities;
nonet hel ess, in order to neet the deadline, | would ask for
t hat .

Late comments will not be able to be considered
given the strict time constraints under which we are

working. | have a further request, and I would ask that you
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[imt your substantive coments to magjor newitens. |If an
i ssue has been raised, if it has been debated within the
commttee, if you have expressed your position, and if the
draft does not reflect that view, I would ask you, please,
not to reiterate it.

The reason for that is in order to allow the staff
to be able to review information in the nost efficient and
nmost tinely way, certainly, if you feel the need to |i st
sonething and say | still believe X, that, of course, is
your right, but I would ask you not to spend extensive
anounts of time describing it and discussing it once again.

Qobviously, if you have new data, if you have new
information, that is always welcone. This is not an attenpt
to preclude the subm ssion of new information, this is
sinply not an opportunity to restate what | amsure you wl|
articulately and carefully state at this or previous
nmeeti ngs.

Pl ease point out issues that are new, issues that
you feel are significant.

| have al so asked the staff to | ook into how best

to extend the status through this period to those of you
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whose official relationship with the conmttee as Speci al
Gover nnment Enpl oyees is scheduled to end in January, and
they assure nme that they think there is a way in which that
can continue to be done.

| believe this proposal bal ances your desire to
contribute and provide your very best judgnent and the need
for these regulations to be published on tine. Since it
wi Il not be possible to depend upon this final check to
catch everything, | have to enphasi ze agai n how i nport ant
this meeting is in bringing up all the issues that you feel
are relevant and inportant to give us your clear advice
obviously in the nost concise and effective way that you
can.

Let me turn just for a nonent to this neeting.
Not wi t hst andi ng what | understand to be your substanti al
endor senent of the proposed regul ati ons as published at the
April 1996 Advisory Conmttee neeting, we need to recognize
that many, many comments reflected that fact that
manmogr aphy facilities have been concerned that the
standards that were published are sinply too detailed, too

costly, or unnecessary to assure quality mammography, so we
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have to | ook at the final regulations as they would be
i npl emented and to nmake sure that they are necessary, that
they are feasible, and that they are cost effective.

You have been engaged in this activity, you take
this very seriously, you bring very inportant perspectives
to us. That is a very, very valuable function for you at
this neeting. W need to keep asking ourselves the public
health question: is this requirenent essential to ensuring
qgual i ty mamogr aphy? |ssues that have been nentioned to you
later in the norning, raised by GAO and others, are al so
inmportant to the construction of the final regulations.

In summary, it is extrenely inportant for us for
you to consider a variety of issues at this neeting. Let ne
just list a few for you.

The first is how inportant are individual issues
relative to all matters contained in the regul atory package,
are they essential.

Second, what other options exist in acconplishing
a particul ar goal.

Third, how inportant is flexibility in allow ng
facilities options in conplying with the regul ati ons.
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Fourth, how w Il a particular requirenent affect
access and cost versus inproving mamogr aphi ¢ services and
qual ity of course.

And, fifth, what are the costs and benefits of a
particul ar potential requirenent.

This is a very inportant neeting. | very mnuch
appreciate, not only your participation in this neeting, but
t he substantial anmpbunt of effort and tine that you have
invested in previous neetings.

We | ook forward to receiving the benefit of your
advice on these issues that are desperately inportant to the
Anmerican public.

| would like to conclude ny remarks at this point,
gi ve you an opportunity that if you have questions, | wll
be happy to try to answer themfor you

Yes, ma'am

DR. PATTERSON: Thank you, Dr. Friedman.

Are there any questions to be addressed to Dr.

Fri edman?
Dan. By the way, wel cone.

DR. KOPANS: One of the concerns that | have had
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through this whole process is that ultimtely, after the
comm ttee has passed on the regul ations, that FDA can nmake
alterations, and what | woul d suggest is that any
alterations that are nmade subsequent to the commttee's
approval be annotated and the individuals who nade that
deci si on shoul d be accounted for, so that if there is
guestion in the future, there will be accountability for
changes in the regul ations.

| s that doabl e?

DR FRIEDVAN: | amnot sure it is. | amthinking
as you ask. Wuld you have the sane accountability for

di fferences anongst the commttee nenbers?

DR. KOPANS: | have no problemwth
accountability. | think that with regulations that are as
i nportant as these, any changes, | would | ove to even see,

you know, people sign off on the regulations, so that it is

known in the future who nade the decisions and why they were

made.

DR. FRIEDVAN: Well, | think in a sense you do,
and in a sense it is the | eadership that has to take -- and
| have no trouble wth accountability either -- | guess what
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| amsaying is ultimately, it is the Conm ssioner or nme or
soneone who will sign off on these, that person or these
people will, in fact, be accountable. | think we should be
hel d accountable, and I amperfectly confortable with that.

| fully expect that there will be differences
between -- and | don't have anything particular in mnd, so
| amnot thinking of a particular issue -- but it seens
i npossi ble, with an enterprise of this scope, that there
won't be sone differences.

Now, my hope would be that they are relatively
m nor. There may, however, be substantial differences, and
ultimately, | think it is me or the Comm ssioner who will be
hel d accountable for that, and |I accept that.

DR. KOPANS: The only difficulty I have with that
is that if there is a discussion that ensues with a
regul ati on that has been changed, that it would be very
difficult for you or the Comm ssioner to be able to go back
and di ssect how t hat change cane about, and | think that
t here nust be sonmeone -- | nean unless you know all there is
about mamography, | think that there is soneone in the FDA

or several people in the FDA who will nake that deci sion,
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and | would like those nanes to be avail abl e.

DR FRIEDVAN: | amnot sure. | amlistening. It
seens nmuch nore inportant to ne to have a debate on the
science of the issue or the facts of the issue rather than
the historical identification of who approved or who
generated a certain issue.

We may di sagree about that. | think that it is a
spokesman's responsibility, be it ne or sonebody el se, who
says these are the agencies best fit of the regulations, and
these are the reasons, and then there certainly should be
debate and di scussi on about that when necessary.

As you clearly recognize, this is an ongoi ng
process, and we fully expect there to be refinenents both in
our thinking and technical refinenments. That is to be
expected. So, | see these as an inportant closure to a
certain |legislative process, but not a closure to our
ongoi ng thi nki ng about how best to interpret nmammograns.

DR. KOPANS: | appreciate that. | still would
propose that and FDA will do what it wants.

DR. FRIEDVAN: And be hel d accountable for it.

DR. PATTERSON: Yes, Penny.
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M5. BUTLER | have two questions. First, it is
nmy understanding that in the publication of final
regul ations, that in the early part of the publication,
there is discussion of the public comments, which | hope
woul d include the Advisory Commttee coments and why
comments were taken or not taken, is that correct, so sone
of the rationale --

DR. FRIEDVAN: As you know, the preanble to the
regul ati ons does usually have a place for that discussion.
What | have just been assured is that there will be a
di scussion, there will be an opportunity to present Advisory
Comm ttee positions that weren't ultimately taken and a
rationale, just as you would have a rationale, you can't
address each of the public comments individually, those are
sort of bundled, but | do think that for substantive issues,
there will be an opportunity in that preanble for that
di scussi on.

As you can imagine, that is a fairly extensive
process, and given the public interest in this, given the
professional interest in this, I think it is going to be a

pretty form dable task to draft that properly.
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M5. BUTLER Good. WII that be contained within
t he package that we reviewin April?

DR. FRIEDVAN. That will not be ready, | amtold.
What ny understanding of what will be available in April is
the regul atory portion. If you think of the whole package
as being two parts, there is this discussion at the
begi nning, and then there are the regs. It will be the regs
that will be avail able hopefully in April.

M5. BUTLER | guess ny only point here was that
may hel p answer sone of Dan's questions that he had.

DR FRIEDVAN. | think it will answer the subject
questions. It won't answer the particul ar person question,
which | think was an inportant part of what he was asking.

M5. BUTLER M second question is, is there any
possibility of including in this review a one-day neeting to
di scuss these comments, where we would submit our comments
on the final rules in witing, but discuss themin an open
f orunf

DR. FRIEDVAN: | asked the sane question, because
clearly there were two options outlined in the letter that

was sent to ne. One was for a public neeting, and one was
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to at |east participate by mail.

Much as the staff would |ike, there sinply isn't
going to be tine to be able to do that. | think that in
trying to incorporate another opportunity for the Advisory
Commttee to give its thinking, | think that doing it by
mail, we could do it by E-nmail, as well. That would not be
a hard thing to set up. But | think that is the option that
| ooks the best.

M5. BUTLER In view of the answer to ny previous
guestion, | would think that a public neeting would give the
FDA the opportunity to provide sone of the rationale for why
they either accepted or rejected certain comments, and ny
personal feeling is it would be valuable, not only to the
conm ttee nmenbers, but also the FDA, to have this.

DR. FRI EDVAN. Thank you.

DR. PATTERSON: Yes, Joel.

DR. GRAY: Dr. Friedman, you nentioned in this
penul timate draft, you asked us to |imt our conments to --
and | am not sure whether you said nmgjor new issues or ngjor
new areas -- and | guess | was a bit surprised to hear the

word "new. "
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DR. FRIEDVAN: Let ne define that. Let ne tell
you what ny intention was, and then you give nme the best
words for it, because | may not be describing it properly.

| haven't been at the 12 previous sessions of the
commttee, but ny experience with advisory commttees and
all sorts of commttees is that each tine a commttee neets,
there is a mxture of re-discussing old issues and
identifying new issues, and that sonetinmes you take an old
i ssue, but you bring new facts to bear on it, or a new
position or a new synthesis or sone new insight into it, and
what | would ask, please, is that if you have a new insight,
new i nformation, new data, a study that was just published,
sonet hing that you just becane aware of, that inforns a
deci sion about a topic that has been di scussed before,
pl ease feel free to submt that, you know, | feel that we
should do X, and | have nmade that statenent before, that
wasn't part of the final, but | have new data that | would
like you to see, this is sonething that I have just
recei ved, and you could share that.

That is sonething new. It is not passionately

restati ng what you have stated previously. | don't think
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that woul d be valuable at the last draft. | don't know
quite how to say this, and you can chall enge ne and say,
wel |, how do you know sonething is new

| accept that. | have to count on your
perspective, on your judgnent on that, but | really think
you all can do that. That is what | nmean is feel free to
say, if you want to say | think that we should use a certain
standard, and that has been discussed and not i ncluded, feel
free to have a single sentence that says | still fee
strongly you should use that standard.

You are wel cone to say that, but please don't go
on for pages and pages restating what you stated before.
This strikes nme as there will be lots of situations where
there will be some real data on several sides of an issue,
there is no clear one right answer. It will ultimately be a
matter of judgnent, and it is not that there is a
pr eponder ance of good data that show that everybody woul d
agree leads to a certain direction. |If there were, then, we
woul d have easily resolved it.

| amjust trying to make the staff's -- because |

amreally worried about whether we are going to be able to
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nmeet this deadline even with the discipline that I am
suggesting we have to inpose, it is going to be a near run
thing, and so | ask that in order for your conmments to have
t he maxi muminpact, try and use your judgnent in those ones.

DR. PATTERSON: Yes, Carl.

DR. DORSI: Dr. Friedman, can you restate the
position of the nenbers who are going off the commttee
Vis-a-vis reception of the penultinmte docunent and
attendance at this proposed early April neeting?

DR FRIEDVAN: | amsorry, there is not an early
April nmeeting. If | inplied that, then, | have nade a

m stake. Let ne be really clear about that.

There is not an early April neeting. | hope --
you know, knock on formca -- | hope there will be an early
April draft to share with you all, that you can read, give

comments on, and return themw thin a two-week peri od.

| would like for those nenbers of this advisory
comm ttee who were otherw se due to rotate off this nonth to
be continued on to allow themto read and coment on the
final information. It seens to nme the case that was nade

t hat peopl e have been invested in this for a long tine, they
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are very know edgeabl e, they care deeply about it, they
shoul d have access to the conpletion of the work.

Those seem | i ke reasonable argunents to ne. | am
synpathetic with that, and that is why we are going to try
and accommodate it.

DR PATTERSON. Yes, Dan.

DR. KOPANS: | guess as a corollary to what |
asked earlier, and then hearing sone of these other
comments, | would Iike to propose that if FDA either changes
or disagrees with the recomendati ons of the commttee on
specific portions of the regulation, that the rationale for
t hat di sagreenent be included sonewhere in a discussion
along with I think the preanble that we heard about earlier,
and | had nentioned at a previous neeting, the intent of
t hese regul ati ons should be very carefully described, so
that future individuals don't reinterpret them w thout
understanding the information that went into them

So, | would like to see, to sunmarize the
rational e for any decisions that take place after the
commttee is no longer involved in the drafting, if there

are changes nmade, and also the intent of the various
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regul ati ons.

DR. FRIEDVAN: Let nme deal with each of those.
Wth respect to the first, | cannot today prom se you that
every di sagreenent would have a rationale attached to it,
and the reason | say that is there may be snmall things,
there may be big things.

What | would commt to is that what are considered
to be substantial differences would be clearly spelled out.
| think that that is a val uabl e thing.

Wth respect to your other point, which is what
the intent of the regulations is, | have the sense that that
will be clearly defined in the preanble. Nonetheless,
al t hough nmy experience is brief, it is ny experience that no
matter how clearly you state that, there is no proof against
reinterpretation at a later date, and so we can attenpt to
do it, but I think that is going to be an inperfect process,
but we will try.

DR. PATTERSON: Yes, Bob.

DR SMTH | just want to say, first of all, that
| really appreciate your com ng down and tal king with us

about these issues and responding to the concerns that was
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| guess | have a procedural question. | also want
to reiterate the concern that Penny rai sed and hope that you
can revisit this question about the possibility of a neeting
one nore tinme. | know it may appear that it shouldn't be
that big a deal to set up a neeting, but | know a | ot goes
intoit. | see your faces, sone of you are groaning. |
know a | ot goes into these neetings.

DR. FRI EDVAN. What they are groani ng about is
they are afraid | amgoing to say yes.

DR SMTH. You and | can agree it is not that big
a deal, but I knowit is a big deal.

But the thing is, is that when the commttee
menbers are asked to respond as individuals, and we have
t hat opportunity, and that opportunity was raised in the
letter, you really don't get -- and we have actually
responded to issues in the past this way through the mail,
and | think we all found it rather unsatisfying in a way
because it was never entirely clear how the full commttee
was weighing in on an issue, in ways that oftentinmes m ght

not change with the unique expertise that one or two
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i ndividuals bring, but that the way they raised that issue,
and the issue itself suddenly gains new neaning as it is
ai red.

So, the issue that Dr. Kopans was raising, and has
been raised in the interests of perhaps seeing the preanble,
is sonetinmes the logic of going in one direction as opposed
to the other is never entirely clear, especially in
i nstances when the commttee feels that it ought to have
been nore persuasive.

So, you can see that there is an area here of
where the commttee would |i ke to have sone cl ear
understanding even if it doesn't nmuch go beyond that is just
the way we want to do it. In that instance, the opportunity
for a neeting provides an opportunity in a very abbreviated
format to get the key issues out on the table.

| know what you are saying in ternms of new issues
as opposed to raising old issues, but in sone instances, it
woul d be good to just have sone final closure on, yes, you
have raised this issue repeatedly, and we have accepted this
advi ce, we have conpletely accepted this advice, we are

margi nal |y accepting this advice, we are not accepting this
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advice for the follow ng reasons, and that is where the
benefit of a get-together of the conmttee getting together
actually transpires.

O herwi se, what you end up is that we are sort of
reduced to individual comments nuch as the public comments
are.

DR. FRIEDVAN: | do recognize what you are sayi ng.
When intelligent fol ks get together, ideas play off one
another, and there is a dynam c when you get a comnmttee
together that is different than when each of those
i ndividuals, no matter how smart or experienced they are,
gets a chance to coment individually.

| am not disagreeing with you at all, nor am!|
saying that if | had the leisure | wouldn't prefer to have a
public neeting. | would. | see advantages just as you do.
| think the reality, though, is that with the schedule, with
the still very, very substantial efforts that the staff have
to make in order to neet this deadline, | don't think it is
going to be possible.

| understand that it is a |less good resolution

than a get-together, but | do think that it nmeets the major
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requi renent, which is if we can't have at |east group
closure, there will be an opportunity for individual closure
as nmuch as that can ever occur in sonething nedical and
biological. That is sort of artificial, but | fully

appreci ate what you are sayi ng.

DR SMTH.  Just one additional thing. | know you
said that the preanble would not be ready at the tine that
the rules were. WII| there be an opportunity perhaps even
if it were necessary to give us even less tine and for the
rules to ook at the preanble before it goes out?

DR. FRIEDVAN. | don't know the answer to your
question, and | don't nean to -- what | don't want to do is
cloak this in sone sort of bureaucratic garb and say oh, no,
we can't do it --

DR SMTH. W are not strictly privy to a |ot of
those rules, so even just what is possible and not possible.

DR. FRIEDVAN: Sure. Joe, please.

MR. LEVITT: Let me try and give ny perspective on
it. Wat we are trying to do in the next essentially four
months is to do kind of this version of what it took food

| abeling, while it was a larger effort but sonething I was
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al so very nmuch a part of, essentially a full year

The reason we are sending you the reg is that we
have | earned through our history is why wite the preanble
on the wong thing. If you wite the reg first and get an
agreenent on what is in the reg, and get closure on what is
in the reg, the preanble foll ows.

If you start witing all the preanble, you get
| ost, you go back and forth, and back and forth. Now, what
we have kind of conmmtted to do anbngst ourselves is to get
a regul ation done, as Dr. Friedman said, by early April,
you know, we are going to get sone internal feedback on
that, we are going to get sone feedback from you.

It is then going to be not until early May that we
t hen have anongst ourselves what we feel is a fina
regul ation text, so we can, you know, wite preanble. |
mean there will be sone al ong the way.

At sonme point, there is no tinme left. You know,
we feel as nuch, if you will, a victimof the schedul e as
you do. This was not of our nmaking, but at sone point we
have to figure out how to reach closure.

| think of the sharing of the regulation as what |
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woul d call an el eventh hour check, an el eventh hour check
that reflects the fact that you think you are pretty nuch
there, and you are checking did | mss this, did | mss that
as opposed to re-goi ng through the whole thing again

We have had very extensive discussions with the
commttee, you with each other. At sone point, these issues
are going to be winnowi ng dowmm. We have three full days to
devote, and | have every confidence that a lot of good is
going to cone out, and if | were in your shoes, | would want
to say, yeah, but | want to know what is FDA going to do,
and by sharing you with the reg, I nean you will have the
sanme reg that we have, that we are sending and sharing with
Dr. Friednman, and we will flag, we will at l|least flag any
what we feel are significant departures fromwhat we feel
the commttee said.

But at sone point, we have our own process that we
have to share and get our clearances on, and just like tine
for a neeting, we just don't feel we can do it, and | have
to say fromthe outside world, they are | ooking at us and
sayi ng, FDA, why can't you finish this.

And we are in the year, as Dr. Friedman said, of
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MXA reaut hori zation. You know, we feel this is a deadline,
and again, | can renenber from previous issues, food
| abel i ng being the best exanple, when the Conm ssioner has
said this neeting will be net, but all of a sudden we
convert to, okay, let's figure howto get there as opposed
to let's figure out how, you know, go on and on and on,
because the FDA can go on and on and on with the best of
t hem i ndependent of any advisory conmttee.

| can assure you this is as hard on us as it is on
all of you, and what we are trying to construct here is the
nost feasible way to get there given our experience on how
to do these kind of projects, given our experience in
wor king with you and experience on these issues for the | ast
three years, given the letter that cane in, which is ny
menory of it -- | don't remenber by word -- did include the
option of reviewing by mail as individuals if the neeting is
not available, and this is what we feel is the way we can
nost try to bridge what | ultimately woul d antici pate woul d
be very mnor tweaking at that point. At least | would hope
at that point we would view it as very m nor tweaking.

But, you know, these people are going to be
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wor ki ng day and ni ght, weekends, | assure you, through the
mont hs of May and June, and, you know, just the process of
sending it out and getting it back, you know, we want to

| ook at your comments, you know, and everybody is going to
edit the preanble, and everybody is going to -- you know, we
are not going to get there.

So, what is inportant ultimately is what is in the
regul ation, that is what the facilities are going to have,
that is what is in the Code of Federal Regulations, that is
what is going to be enforced, and that is what | would hope
we can focus on.

DR. PATTERSON:. | think what | am hearing the
commttee saying is that when we went through these proposed
final regs in April, and you quoted the figure that there
was |ike 7 percent of the things that we really discussed
and were against, | think they would like in the preanble
these itens be addressed. | think that is what | am hearing
pretty nmuch, because the rest of them we have already had
our say on. | amassum ng, unless those are changed in the
proposed final regs, that -- and they may be -- that they

have had their say on those.
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| think what they are saying is if you didn't go
al ong wth what we recomended on those 7 percent of things,

can these be addressed in the preanble on your rationale for

doing it. Is that what I am hearing?
DR. FRIEDVAN: Not just those 7 percent. | think
the question also canme up -- if there were things identified

at this neeting that are new, that you propose, that aren't
incorporated in the final, that you would |ike that
recogni zed as well.

DR. PATTERSON: Ri ght.

DR FRIEDVAN: | don't want to commt to a 7
percent solution, but to say that for the inportant issues,
and | think we can identify those, that you have nade these
suggestions in a serious way, that you would |ike them deal t
with in a serious way whether they are accepted or not.

DR PATTERSON. Yes.

DR FRIEDVAN: | think that is what the staff has
indicated they will do, because you are not unique in this,
you are not the only ones who have thought of this. There
are ot her people who would make a simlar conmment, and they

deserve an expl anation of those things as well.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

DR. PATTERSON. Yes, Dan.

DR. KOPANS: | am sure you haven't |ost sight of
this, but the cooment -- | amsorry, | don't know the
gentl eman who spoke earlier -- it is not just an issue |

don't think that it is hard on the FDA or it is hard on the
comm ttee.

What | am concerned about is that these final
regul ations are going to inpact on how we care for wonen who
may have breast cancer or in whomwe are |ooking for breast
cancer, and just in hearing so the history of the whole
commttee relationship with the FDA in a very subjective
way, as | have as an outside consultant, | amjust concerned
that regul ations not be codified that are not supported by
science and that | see the conmttee as the spokespersons
for the conmmunity, and that | hope that again, if you do not
take the commttee's recommendations, that it be clearly
expl ai ned why.

Again, | understand the commttee nenbers wanting
to see this until the end, and ny only reason for wanting
themto see it to the end is they know what has taken pl ace

over the last three years, they know the discussions, and a
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| ot of tinme has been taken fromny understanding is that a
| ot of the earlier recommendati ons were not accepted and

then it was realized that naybe they should be, and so they
have gone back and forth between the commttee and the FDA

Again, | don't want you to |ose sight of the fact
that we have to deal with these regul ati ons once they are
finalized.

DR. FRIEDVAN: | think that is a very reasonabl e
point. | have specifically stayed away from goi ng over past
history, and | would like us to stay away fromthat, because
| don't think it is really valuable in terns of the
inmportant task that is before the commttee today, that the
commttee represents the individual's best thinking.

To sone extent you are invested with authorities
from bodi es that you represent, but you really are
i ndividuals, and | think what this commttee represents is
very good thinking, and that is why the comment shoul d be
taken very, very seriously, but there are other nenbers,
other parts of the sane constituencies fromwhich there are
menbers drawn here who have different opinions, and so what

we have a special responsibility to you as the peopl e who
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have been the nost devoted advisors in this, is to take your
coments with especially serious weight, but we recognize
that there are a lot of different views.

The goal is to get, as | think you said, the best
mamograns i nterpreted in the best way, whether there is one
best way to do that or three best ways, that is what we
shoul d be thinking about, clearly identify where we want to
go and to figure out what are the ways that we can get
there, that we are able to define today.

| don't want to take up too much tine because in a
way, you know, | ameating into the inportant discussions
that you need to have, and | apol ogize for that, but these
were very heartfelt concerns that you raised, and that is
why we wanted to deal with them seriously and right at the
begi nni ng.

DR. PATTERSON:. Don't be concerned about taking
extra tinme. | have been known to keep the comm ttee until
| ate at night.

Yes, Ruth, you had a conment.

M5. McBURNEY: As one whose job entails quite a

bit of rulemaking, | can appreciate the horrendous job that
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FDA has facing themin going through all the comments, and |
appreci ate the opportunity for the Advisory Conmttee to be
able to look at that draft final rule, that that nmay be the
best that you can do on that.

DR. FRIEDVAN: | appreciate your understandi ng.

DR. PATTERSON. Are there any other comments or
questions for Dr. Friedman?

[ No response. ]

DR. FRIEDVMAN: Thank you very much for giving ne
this time. | appreciate it.

DR. PATTERSON. Thank you for presenting to the
conmm ttee.

Conmi ttee Busi ness and Introductions

DR. PATTERSON: Now, | wll get an opportunity to

wel cone everybody. | would like to welcone all the
commttee back. It looks Iike the West Coast had sone
problemgetting in. | don't know whether weather is a

problem but | hope they will get here eventually.
| do want to officially welconme our guests this
norni ng, our invited guests, Dan Kopans, who | am sure

everybody knows, and Barbara Monsees and Carol e Chrval a.
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Wel conme, all three of you.

| just want to say a couple things about the
commttee. The three subcommttee reports, two have been
signed off, and on their way up through the ranks to get to
Congress. The third one we wll have -- when you say that,
what are you referring to?

DR SMTH By the end of the commttee neeting.

DR. PATTERSON. Ckay. Thank you. That one, |
need to do a cover letter to go with it also to go up to
Congr ess.

Charl es.

MR. SHOMLTER: | just wanted to add a couple
things to what Dr. Friedman has said.

As nost of you know, we had a GAO report on the
initial inplenmentation of MQSA. According to statute, the
GAO is obligated to do a second report, that report focusing
on the inspection process.

We have had the opportunity to do a confidenti al
review of that draft of that report, which is due to be
rel eased perhaps in February of this year. There are sone

points that were raised that we did tell GAO we woul d bring
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to the commttee for discussion as a part of the discussion
of the final regulations, and | just wanted to nention sone
of those points, and we wll bring themup again as we get
to the discussion of particular sections of standards.

The first one is an issue that | raised briefly at
the Cctober neeting, that | think needs to be discussed a
little nore fully here, and that is the issue of the |arge
i mage receptor, and are there quality control paraneters,
tests associated with the large inmage receptor that need to
be incorporated in or specified sonehow nade a part of the
final regulations on quality control or sonmehow otherw se in
the final regul ations.

Then, there were a nunber of issues associ ated
with the accreditati on body standards that the GAO had sone
concerns about, and | think need to be discussed at this
nmeeti ng.

One is the current procedure specified in the
draft final regulations using the eight attributes and the
two sets of filnms, is that an adequate procedure for
assessing quality in a facility.

Secondly, as the proposed final regul ations
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specify, there was a 3 percent random sanpl e during the
accreditation period that was specified as sort of a quality
check by the accreditati on body on the accredited
facilities, is that an adequate sanple and is the procedure
used an adequate procedure for assessing ongoing quality
during the accreditation period.

The third i ssue associated with really
accreditation bodies, but also FDA | think, and that is how
do we follow up on facilities where we think there may be a
pr obl em

Now, currently, we have been working with the
accreditation bodies to use the tool that is avail able,
which typically is a directed -- initially at least -- a
di rected random clinical inmagery group

GAO rai sed the concern that while this is a tool
that you have, and that you are using it, is this the
appropriate tool to use for a facility that you think may be
in trouble, and indeed may be inage quality problens, should
a new tool be designed that is nore el aborate, nore
extensive, | ooks at nore cases, gives one sone indication of

whet her or not patient notification mght be necessary if
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i ndeed these quality problens and i ssues prove to be true,
how broad shoul d that be, how many cases should it include,
what is the nature of those cases, what tine frane, all of
those things we would like to put on the table as we talk
about this issue of additional clinical imge review and
patient notification, that section of the standards.

So, those are issues that have been raised. W
woul d like those to be a part of the discussion over the
next three days. W think it is inportant. Again, Charlie
Finder and I will try to bring themup as we cone to those
various sections of the standards where they woul d be
i ncl uded.

DR. PATTERSON. Ckay. First of all, | understand
there are no alternative standards requests, is that
correct?

ME. SHOMLTER Right. Nothing is happening in
terns of approving any alternative standards requests since
t he | ast neeting.

DR. PATTERSON. We will now nove onward to the
Medi cal Records and Mammogr aphy Records.

Penny, did you have a question first?
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M5. BUTLER Before we get started on discussing
the individual parts of the proposed regulations, there is a
general concept that has sort of been naggi ng at ne about
how t he FDA i ntends on approaching the final rules, because
| think it could color a lot of the cooments that | have.

Revi ewi ng the public comments and recalling back
to when Dr. Kessler cane out -- what was it, two years ago
now -- to speak with the commttee, listening to Dr.
Fri edman and sone of the excellent points he brought up this
nor ni ng, there appears to be a strong feeling that we need
to make these rules very manageable and only hit on the very
essential points, basically to try to streamine this huge
docunent, which I cringe to try to think that, as a
facility, | have got to conply with in this present form

On the other hand, when | hear, for exanple, sone
of the GAO comments brought up, and sone of the other
di scussion points that I knowwe will listen to this
afternoon, they are very detail oriented and asking for very
specific rul emaki ng on very specific points, which seens to
deviate fromthe stream i ne approach that we have been

heari ng.
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So, what is the FDA | eaning towards the revision
of these rul es?

DR. PATTERSON. Charles, do you want to answer
that first?

MR, SHOMLTER: | will take the first shot at it.
| think that illustrates that we have nany constituencies,
many of whom want different things. | still renenber the
words of a former comm ssioner who said, well, | have got
the consuners yelling at me on one side for not being strict
enough, and | have got the manufacturers yelling at nme on
the other side for being too strict, | nust be in about the
right place.

That sort of illustrates the quandary we have
here. | think our view generally is that we have to be
reasonable with facilities, and we have to really try to
focus on inportant issues relating to quality, but as I
mentioned, there are other forces that want other things.
They want nore detail and they are not forces that can be
i gnor ed.

W will try to strike a balance. | nean that is

the best | can say. | can't be any nore specific than that
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except that we wll try to hear all of the concerns, and we
wll try to reach a mdpoint that is not unreasonable for
facilities, but yet, at the sane tinme, neets what GAO wants,
and | don't know exactly how we will do that.

DR. PATTERSON: Yes, Penny.

MS. BUTLER  Can you be specific enough to say
t hat perhaps these detail-oriented questions can be and
shoul d be nore appropriately addressed i n gui dance
docunent ati on?

MR. SHOMLTER: | certainly think that that is one
approach to it, and I for one don't have any problem at al
with that approach. | think that it can be somewhat
unfortunate to put too nuch detail into a standard
especially when you are not absolutely certain that that
needs to be in the standard because it's not flexible, and
if we can satisfy people's concerns by using guidance, |
think that is the best way to do it.

DR. PATTERSON: Yes, Cass.

M5. KAUFMAN. | can say that many facilities that
we deal with actually prefer very detail ed regul ations

because it gives thema very clear idea of what they have to
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do to be in conpliance, and so | think there are positive
points to both perspectives, and that there can be a very
positive inpact on specific regulations in terns of the
clarity of what facilities are required to do.

DR. PATTERSON. Are there any other general
gquestions regarding the process? Penny, did Charlie sort of
answer your question?

M5. BUTLER | amsure it was the best he could
do.

DR. PATTERSON: Yes, Joel.

DR. GRAY: | guess | would like sonme clarification
as to the procedure we are going to follow The question in
my mnd is what is different about this discussion of the
comments fromthe public today conpared to the neeting that
we had in October. To ne, it seens like we are, for the
nost part, |ooking through the agenda, we are rehashing a
| ot of the same comments and a | ot of the sane issues.

DR. PATTERSON. The reason why we are starting off
wi th rehashing the comments that we finished up with at the
Oct ober neeting is because by the tinme that Ellen was giving

her presentation, the commttee was down to | ess than a
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handf ul because people were leaving early, and so that is
the reason why yes, that is a rehash

DR. GRAY: No, but what | amgetting at is, for
exanpl e, Penny and | are scheduled to go over sone sections
that we went over in Cctober, and I am not sure that
anyt hi ng has changed in the public comments in that period
of tine.

DR. FINDER well, first of all, we did get nore
public comments, and we did get those additional, and two,
we wanted to go over the entire docunent this tine to give
everybody a chance, so if there are any unresol ved issues,
this is the time to bring themup, and that was the purpose
behind |isting everything, so it can't be said that we |eft
out an area. Everything is going to be discussed here, and
if you have any questions at all, this is the neeting to
bring themup really.

MR. SHOMLTER: But | would add if there is little
to be discussed, if that happens to run short, that is fine.

DR. FINDER  Yes, we don't have to fill up the

DR. CGRAY: W may adjourn early?
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DR, FI NDER:  No.

DR. PATTERSON. No, but I won't keep you until
m dni ght .

Yes, Dan.

DR. KOPANS: The invited guests received a series
of pages summarizing the conments. WII| we be going through
these individually or should we pipe up when we think it is
appropriate? It is FDA discussion questions for the neeting
January 13th to 15th from M. Showal ter.

MR. SHOMLTER: As we di scuss each section, we
want to address the questions pertaining to that section.

DR. KOPANS: So we are going to go through these
systematically.

MR SHOMLTER: Yes.

DR. KOPANS: Good.

DR. PATTERSON. Yes. Each of the different itens
are listed there in the questions that they want us to
answer their advice on in addition to the public coments.
Okay? Any ot her process questions?

[ No response. ]

DR. PATTERSON: If not, Ellen. Can we have
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sonebody to handl e the projector?

Medi cal Records and Manmogr aphy Reports

DR. O MARA: Am | correct in assumng that you
want me to run through what I did in Cctober since nost of
the conmttee nenbers had left?

DR. PATTERSON. Any way in which you want to
address the public comments regardi ng the nedical records
and mammogr aphy reports.

DR. O MARA: Well, | think probably because of
havi ng new comm ttee nenbers, as well as guests, and with
t he absence of several nenbers previously, that the best way
to go through the public comments would be to summarize them
again as | did in Cctober.

[ Over head. ]

DR. O MARA: | reviewed the Section 900.12(c),
whi ch had four subparts, contents and term nol ogy,
conmuni cation of mammo results to exam nees and
communi cation of mamography results to health care
provi der, as well as recordkeeping.

| was sent approximately 200 letters the first

time plus since October, got sone additional letters to
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read. These cane from consuners, physicians, radiol ogic
technol ogi sts, states, and various organi zations involved in
breast cancer screening.

The summary of conmments given to the nenbers, at
| east what | got in Cctober, includes the comments contained
basically about 1,000 responses that were gl eaned fromthose
letters that were received.

| have read through the letters, and | have al so
read through that summary and basically can state that the
summary is an accurate reflection and interpretation of the
comments that were made in the letters that the FDA staff
has summarized on this particular section.

Just as a note for those | ooking through these
summaries, especially for the new nenbers and guests, that
they were all codified, given a nunber assigned, and that
nunber may actually represent nore than one conmenter
Several organi zations had several individuals sign the
letters, so not just one nunber representing one individual
coment .

[ Over head. ]

DR. O MARA: | guess we can address these. |
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don't know if you want to make comments after the entire
presentation or after each section, but for Section 1,
Comrent s and Term nol ogy, there were general comments with
both positive support, but a few comments di sagreeing with
this section.

The general comments included suggestion to change
the title of the section to include the word "tine franes."
One of the other comments was that a uni que patient
identifier was needed, that it was not enough to have a
first and | ast nane.

As | said, back then, working in an area where we
have famlies, several famlies with the sane | ast nanes and
the same first nanes, that certainly nakes a | ot of sense.

There was a question proposed, who can sign the
report for an unavail able interpreting physician, does it
have to be another interpreting physician or can it just be
sonebody covering the practice, and also is an electronic
signature acceptable, how wi || FDA determ ne conpliance with
clinical questions addressed in the report, in other words,
if a patient is sent in fromtheir referring physician with

a clinical question, howis the FDA going to |ook at the
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report to see if there is conpliance in terns of the
radi ol ogi st or interpreting physician addressing that
pr obl em

Wth regards to the negative category in the
report, can the interpreting physician address clinical
findings or synptons and attach synptomintake form
Apparently, one practice was doing this, and did not want to
change that practice, did not want to include it in the
actual report, but have a separate sheet of paper to address
t hat .

There was a comment nade that the included
st andar di zed assessnent category should be used in the
report that went to the patient and the lay report. They
felt that this was very hel pful in educating the patient.

Anot her coment stated that the category "Needs
addi tional imaging evaluation"” should be del eted and
returned to the ACR s initial category. | think it was
"Needs additional evaluation," dropping the word "inmaging,"
because physical exam nation may be part of the eval uation,
and by adding the word "imagi ng" precluded the ability to

| ook at the whole picture.
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Recomrendati ons shoul d not be subject to
restricted classifications was a statenent made in nany of
the coments, and anot her comrenter basically said that they
w shed to have an additional category, and that was the
i ndet erm nate category.

They were concerned that w thout this category,
that it would force radiol ogists or interpreting physicians
to put reports into a suspicious category, which would
automatically suggest that the | esion was malignant, and
they did not want to do that.

Positive support for the section, basically, that
there woul d be consistency in reports with standardi zed
assessnment categories, and that this was sonething that was
started with HCFA, but was |ost, and two benefits. Cearer
reports to physicians and to the patient, and al so the
i nportance of these standardi zed categories in ternms of
eval uation for outcones anal ysis.

[ Over head. ]

DR. O MARA: Basically, the negative comments on
this section included that the referring docs were used to

facilities' customary termnology in the reports, and this
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was goi ng to cause the doctors who use that facility to have
to learn all new term nology in understanding the reports
they were getting.

There was a statenent nade that it was
i nappropriate for governnent to put nedical terns for
classification into regul ati ons, and a question proposed
whet her the nessage -- they felt that the nessage that was
conveyed by the report was inportant, and not the exact
wor di ng.

A comment that this section caused a | ack of
flexibility in reporting, and also that a negative report or
t he negative category would be m sleading to both patients
and physici ans, obviously because the negative category does
not exclude the possibility of breast cancer, and that could
be m sinterpreted.

Anot her comment on that said that that probably
coul d be handl ed by education of the physicians and patients
t o understand what was neant by that category.

Al'so, utilizing the standardi zed term nol ogy,
there was concern by one facility that it would be forced to

ensure conpliance with the use of the term nology. They
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apparently used a lot of |ocuns and felt that this would put
an unnecessary burden on their facility to police their
| ocum tenens radiologists, and that if it was used, that
there should be a phase-in period over which this is brought
into | guess being.

The FDA's question on this was in view of the
public comments, which expressed concern over the
appropri ateness of nmandati ng assessnent categories, does the
committee feel it has additional advice for the FDA and
this mght be a good place to stop and di scuss this one
before we go on to the next one, which is probably much nore
difficult.

DR. PATTERSON: Yes, | agree this is a good
stopping point to discuss this.

Do we have any comments regardi ng the question?
Yes, Esther.

M5. SCI AMVARELLA: | think we discuss with the
custoner term nology including | anguage, that it was a
cooment. | nean it was defined by the people need to
receive maybe in their native | anguage the notification. |

t hi nk we di scussed that.
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DR. O MARA: Esther, | think we are going to get
into that in a mnute, the next section.

M5. SCI AMVARELLA: Okay. Thank you.

DR. OMARA: This is the term nol ogy that the

radi ol ogi st should put the report out into the referring

doct or.

DR PATTERSON. Tammy?

DR. BASSFORD: Maybe | can address that a little
bit interms of referring docs. | think what this coment
refers to -- and you can correct ne if | amwong, Ellen --

is that term nol ogy that the physicians are used to reading
in the reports that they get fromthe radiol ogists, | would
just like to offer the observation in terns of that one

poi nt, aside of what the correct term nology is and what
woul d be nost appropriate -- that referring physicians
general ly have to accommodate thenselves to a broad range of
"customary term nol ogy" because especially with increasing
heal t h mai nt enance organi zati ons and PPOCs and ot her forns of
mandat ed requirenents for where you send your patients, you
don't get to pick one radiologic facility that uses |anguage

that you find particularly clear.
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So, in that point, customary term nol ogy and being
used to it as a referring physician really requires you to
be used to anything that cones across your desk, and | don't
consider that a particularly valid corment fromthe response
of a referring doctor, and individual facilities change
their "customary term nology" all the tinme as new physici ans
come in.

So, | think the benefits to referring physicians
of having a standardi zed term nol ogy woul d be significant
because we woul dn't constantly be adapting ourselves to how
different radiologic facilities classify their results.

DR. PATTERSON: Yes, Bob.

DR. SMTH.  Just to follow up on that point, Larry
Bassett and | worked on a small research project, and
presented results at the RSNA two years ago, show ng there
really was a wide variation in reporting styles, that with
our very careful scrutiny, you know, to essentially apply a
gualitative assessnent to every aspect of that report
frequently found information that was contradi ctory, uneven,
where the nmeaning wasn't clear, and if you are reading a | ot

of these reports, you could very easily overl ook sonething
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very serious or overl ook sonmething that m ght qualify what
woul d otherwi se be interpreted as a serious interpretation.

So, insofar as the general trend is to try to nmake
things easy for patients and referring providers, and even
facilitate comruni cati on between radiol ogi sts, anything in
this rule that strengthens that is a good thing.

Just on this other point, the idea of speaking to
the issue of synptons, if the report is negative, again, is
just anot her aspect of communication. The referring
provi der and the patient needs to understand whet her or not
the radiologist truly was aware that the patient was
synptomati c.

There is a trenmendous enphasis right nowin trying
to explain to referring physicians that a negative nmanmogram
in the presence of synptons does not rule out breast cancer,
and yet we too frequently hear stories that that is exactly
t he reassurance sonmeone was | ooking for, and it was, you
know, nont hs and nonths and nonths later that a nmuch | arger
mass was identified.

DR. PATTERSON: Tanmy?

DR. BASSFORD: Wth regard to that, | agree that
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is a significant educational issue in ternms of educating the
referring physicians, and that could conceivably be
addressed by one of those standard comments at the end of
the report, but your first point is also inportant.

If | send a patient with a particular synptom or
mass, and | don't get sonmething that | woul d expect sending
a patient wwth a mass, an ultrasound of that mass, | don't
know why it wasn't done unless | amsure that the facility
knew that | was sending a patient, that | want attention to
a particular area. So, noting the synptons |ets ne know
that what | expected to get out of the consultation with the
manmmogr apher is what, in fact, | got out.

So, it is kind of two different issues. One is an
educational issue for referring physicians, but the other is
whet her the consult was adequate.

DR. O MARA: Absol utely.

DR. PATTERSON: Larry.

DR. BASSETT: | think that the purpose of these
regulations is to inprove the quality of mammography
specifically, and there certainly were problens in

reporting. There are two reasons why these final
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assessnents are essential besides the fact that they are
better in terns of informng the referring physician about
exactly what the assessnent is, but also they are essenti al
to do a nedical audit.

| f you don't categorize with sone kind of
assessnment at the end, that can easily be translated into a
positive or negative report, then, you cannot do an adequate
medi cal audit, which is sonmething |I think nost of us feel is
i nportant whether it is in the |law or not.

The other thing is that the final assessnent
categories expedite patient nanagenent or exam nee
managenent, because if they fit into certain categories,

t hen, you know a certain recommendation is fitted to that,
and wi thout that, then, you are leaving that really up to

t he individual, you know, vocabulary of the person who is
interpreting the report, which can lead to msinterpretation
by the person reading the report.

So, at least for the final assessnent category, |
think there is good reason why they should be there, and |
can tell you from experience that I don't know of any

referring physician who resisted having these. They have
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all wel coned them because it has nade their jobs easier.
DR. O MARA: Larry, | would kind of personally
like to second that coment, and having practiced in a
group, gotten phone calls fromreferring physicians who
wanted nme to interpret a report of another referring
physician. W probably all have had that when that was not

the practice to use standardi zed assessnent categori es.

Carl .
DR. DORSI: | just want to underscore what Larry
said. | think, reading these coments, that there is sone

confusion on the part of the people witing the negative
comments. These coments, the assessnents anyway, really

al so incorporate any reconmendati on you coul d possibly give,
so your thinking process has to fall into one of these

cat egori es.

It is not Iike you are inventing new words and you
are trying to force sone term nol ogy on people using these
assessnment categories. Anything you want to do, any
concl usion you cone to, fits into one of these categories,
so | think there is a lot of m sconception about what these

assessnents nmean, and | think that is just an education
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process, but | think this is probably one of the nost
inportant, in ny view, additions to this entire MBA
docunent .

DR O MARA: Dr. Kopans.

MR, KOPANS: | just want to second that. | think

there was a comment earlier that you had, saying that there

had to be an indeterm nate category. It wasn't clear to ne
what that actually nmeans. It just neans | can't nake any
deci sion about this particular finding. | think that is a
m st ake.

These final assessnent categories have been
t hought over by multiple comnmttees for years, and | don't
think there is -- | haven't conme across a situation where
you couldn't categorize an imagi ng study using one of the
five. So, | don't see any support for dropping them

DR. CHRVALA: | just want to say that the
customary termnology is critical and the indeterm nate
coul d be handl ed by the category saying that additional
evaluation is required, and that is how | see it being used.

The other piece that is mssing here potentially

is the fact that between radiol ogists, they differ greatly
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on what is a negative mammogram and | think there is a need
for training in use of the term nol ogy.

| ran a mammogr aphy tracking systemin Col orado
and found that negative was used as infrequently as 5
percent of the tinme and as frequently as 40 percent of the
time, so that is a trenmendous range and | think that in
addition to the customary term nol ogy, there is going to
have to be definitions of what each of the categories nean
and possibly sone training.

DR. PATTERSON: Did you get the feeling that sone
of the corments, they felt that the only thing that was
al l owed was the final assessnent, and no narrative
what soever, because | was reading through, and that was sone
of the things, | think it was msinterpretation of the regs
by not thinking that they could say anything other than --

DR. O MARA: | think sonme of the comments, yes, to
answer your question, but | think we have actually cone to
sonme consensus on this one.

DR. KOPANS: Actually, | think that is an
i nportant point that you are bringing up, and that is that

it mght be valuable to explain in the rationale for this
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particul ar part of the regul ations, that there can be
subcategories in this. For exanple, the category of
suspi ci ous, an individual group may have data to say this is
suspicious with a 10 percent probability of malignancy, or a
30 percent probability of malignancy. It doesn't nean that
you just have to use that suspicious category w thout any
qualification, so it mght be worthwhile building that into
the discussion, that there is sone flexibility as |ong as
each report can fit into one of these five categories.

DR. O MARA: Anybody el se or we are going to cl ose
this section? Good. | think we can go on to the --

DR. KOPANS: There was sonet hi ng about unique
identifiers, is that at this tine?

DR, HOUN: Yes.

DR. KOPANS: There was a comment nmade that we
shoul d have unique identifiers, and it is not in the
regulation, is that right?

DR HOUN. It is not proposed.

DR. KOPANS: Was there a reason not to require
uni que identification?

DR HOUN: Because | think there was a | ot of
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di scussion on what is going to be acceptable for a patient
identifier that wouldn't breach confidentiality, and there
was not a consensus on what that should be.

DR. KOPANS: But there needs to be -- | nean you
can't just have Barbara Smith. W have 500 Barbara Smths.

DR. HOUN: It doesn't prohibit facilities from
doing their other, in addition to having a nanme, they can
use their chart nunber, their hospital --

DR. KOPANS: But shouldn't there be a regul ation
that says that sone form of unique identification should be
affixed to the inage, and you maybe gi ve sone exanpl es.
Exanpl es woul d be date of birth, Social Security nunber, and
nanme and date of birth, Social Security nunber, hospital,
uni que hospital identifier, maybe not requiring the exact
uni que identifier, but sone way of doing it?

DR. HOUN. So you are saying --

DR. KOPANS: Just a general statenent, the nanme of
t he exam nee and a uni que identification code, nunber,
what ever, should be affixed to the inmage.

DR. O MARA: | agree totally with Dr. Kopans.

think I nmade a comment back in Cctober, practicing up in
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Lancaster, Pennsylvania, we have five Am sh nanes, and while
we don't always see these wonen for manmograns, we al so have
a limted nunber of nmennonite nanes, and it is incredible

t he nunber of patients who have the sane first and | ast nane
and even the sanme mddle initial.

DR. HOUN. Do you think that is an appropriate
regul ation to have saying in addition to the nane, date of
exam nation, sone other unique --

DR. O MARA: Sone ot her unique identifier

DR. KOPANS: | think that is one of the good
things to regul ate.

DR. O MARA: Yes, sone other unique identifier
that they know will separate that patient from another
patient, Social Security nunber.

M5. SCl AMMARELLA: [OfFf nike.]

DR. O MARA: Even that is a problemfromny
experi ence.

DR. BASSETT: This is not the imge we are talking
about, | don't believe. W are tal king about the report
now, right? But, nonethel ess, because clinical inmage wl]l

conme up later, and there are definite requirenments there for
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i nformati on about identification, but this is the report,

but still on the report, | agree with Dan, there should be
sonme unique identification, however, we did hear before

di scussi on about what that should be, and | think just
leaving it general is probably better, because as Ed Sickles
mentioned, particularly in the nobile type of practice, for
exanpl e, your unique identification nunber may not nean
anything to the referring physician in their office if it is
not in the same hospital or whatever, so that sonething |ike
a birth date or Social Security nunber or whatever their
pros and cons are of these individual things could be
considered, but I think just the fact that it is a unique
identifier is the inportant thing.

DR. O MARA: |Is there anything el se before we
cl ose that section? Elizabeth.

DR. PATTERSON. | would like I think to hear the
comm ttee's comment about the needs addition, the
term nol ogy in the proposed regs is inmaging eval uation, and
| guess the question is should the term"i magi ng" be
del et ed.

DR HOUN. It is not the ACR | exicon saying -- as
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| recall it said, there was the word "inconplete,” and then
there is an indentation that says "needs additional imaging
eval uation."

DR. PATTERSON. | think it says "additional
evaluation.” | don't think the term"inmaging" is part of
that. Lexicon people, isn't that correct? Yes, it just
says, "Needs further evaluation.” It doesn't use the term
"i magi ng. "

DR. KOPANS: The only concern | would have with
| eaving the "imging" out is that then every report could be
"needs additional evaluation," neaning a clinical breast
exam nation. This is for mammography. This is for inmaging.

You may put, you know, at the end of your
dictation the manmogram i s negative, but don't forget you
still need to do a clinical breast exam That is "needs
addi tional evaluation.”™ But |I think it is appropriate to
| eave "imaging" in, quite frankly, if that is what the
radi ol ogy report is alluding to.

DR. HOUN: There is also a Recommendati on secti on,
so if you don't need "inmaging," but you are recomendi ng

clinical exam you can put that in Recommendati ons.
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DR. O MARA: Tammy.

DR. BASSFORD: | think that is inportant because |
have gotten reports where it is not clear whether they are
recommendi ng addi tional clinical evaluation, in other words,
they feel they have definitively gone as far as they can
with imaging, or they really need the patient to come back
for nore imaging.

So, | think having an inconpl ete eval uation due to
the need for nore imagi ng studies is somewhat different than
suggesting the patient go on for additional evaluation,
whi ch coul d be a broader range of clinical ways of finding
out what is going on.

DR. O MARA: So, basically, what you are saying is
you woul d li ke a category needs additional evaluation with
specification of exactly what that is?

DR. BASSFORD: Well, | think what | amhearing is
that in ternms of the assessnent, if the assessnent is
i ndet erm nat e because additional inmaging eval uation, that
that is an appropriate place for inmaging, and then under
Recommendations, | think there is a category for suggesting

further clinical evaluation, whatever that m ght need to be.
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DR O MARA: Dr. Kopans.

DR. KOPANS: Just as exanple of how this m ght
wor k, soneone has asymetric breast tissue where the
mammogram i s basically negative from an inmagi ng perspective
or benign finding, asymmetric breast tissue, the only caveat
woul d be if there was sonething pal pable in that area.

So, that would be classified as either Category |
or Il fromthe mamographi c point of view even though you
may want to recomrend a conparison of the two sides as
suggested clinically.

So, | would suggest that you |eaving "inmaging" in
the regul ati ons, and anythi ng el se woul d be what you woul d
normal Iy qualify as your clinical description with any
report.

How about the issue of electronic signature, can
bring that up? |Is that part of this now?

DR O MARA: Sure.

DR. PATTERSON:. It is part of the section.

DR. KOPANS: It is ny understanding that the issue
of electronic signature was resol ved years ago |legally at

least, if not -- | have got one big hospital with a whole
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| ot of patients who have been doing things illegally, and I
don't understand why that isn't just -- why FDA has to even
pronounce on that. That has been decided. Electronic
signature is legally acceptable. Wy should the regul ations
have to even discuss it?

DR OMARA: | don't think they do. | nean this
is just the coments that people have sent in.

DR. KOPANS: So that is okay, then, electronic
si gnat ure.

DR. O MARA: Larry?

DR. BASSETT: At least in the guidelines, there is
sonething. | would think we would need to have it stated
that it is acceptable. The reason is we have had inspectors
tell us that it wasn't when it was, so we want to make sure
that is clear. Oherwise, you are going to run into
problenms at the tine of the inspection.

DR HOUN. In the preanble to this proposed regs,
it is discussed as acceptable. Wat | think people got
confused was -- when | was reading those coment letters --
was this business of authenticating using the electronic

signature and having those docunents released. This is sone
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ki nd of procedure HCFA requires in the JACHO audit versus
t he mamogr aphi ¢ report.

So, we have not proposed anything on
aut henti cati ng docunents. That neans after it is printed,
you have | ooked at it, and then you electronically signed to
release themto go into an envel ope and be mailed or sent
E-mail. That procedure we have not even di scussed, but |
t hi nk people wote in confused wth signatures for a
mamogr aphy report versus authenticating and releasing it as
a check.

DR. O MARA: The next section

[ Over head. ]

DR. O MARA: Part 2 of the section was
Comruni cation of Results to Exam nees, and this was, by far
and away, the | argest nunber of comments were received on
this section. The ganut of response ranged trenendously
fromsupport of witten lay notification to all exam nees
plus m nus the actual report to conplete disagreenent with
this section.

There were many nodi fications suggested i ncl udi ng

substituting verbal for witten notification to the
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patients, and only giving witten notification to
self-referred patients.

Just comments of a general nature that | included
here were that question basically could verbal comrunication
substitute for witten report to the patient when the
facility was acting as a primary care provider. | think
this facility was discussing the results of the mammogram
with every patient before they left the facility.

There were other facilities that said they
actually tel ephoned the patients to give themtheir reports,
and questioned the need, then, for sending out another
letter.

I f imrediate foll owup was needed, can a phone
call suffice, or did they have to send a letter. |If they
did, did it have to be sent registered. There was a
guestion to define "immedi ate" in terns of what was neant by
t hat, communication for highly suggestive or suspicious
| esi ons, one hour, one day, one week, could the FDA further
define that for them

Sone stated that 30 days was an unreasonably | ong

time to notify an exam nee of the results. Ohers felt that
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the notification should wait until imagi ng workup was

conpl eted, but basically, they felt 30 days was a reasonabl e
anount of tinme unless there was delay in obtaining fil ns,
and in that case, they felt that notification should wait
until conparison filnms were obtained or other imagi ng workup
was done if that was the case, and the report was conpleted
at that tine.

Facilities should have a systemfor referring
patients to provider if clinically indicated, referring to
the self-referred patient, and | think that centers noting
that -- a few centers indicated that they did not accept
self-referred patients, that all their patients had
referring docs, and they therefore didn't feel a need to
have lay notification because they were dealing directly to
the referring doc, and that those centers that chose to have
self-referred patients should have a systemin place to
refer their patients if it was clinically needed.

One center suggested that appointnents be given to
self-referred patients, to have them cone back to the
facility to discuss the results, and that there should be

docunentation of this in the nedical record.
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Another facility indicated that the way they
handl ed notification was to send nonthly lists to referring
physi ci ans of nanes of patients who had positive manmograns
at a facility to allow the referring docs to doubl e-check,
and this was what they preferred to do rather than trying to
notify patients thenselves. They felt this is how they
woul d catch patients who had not gotten notification from
their doctors by having the doctors check these |ists.

Fromreading that letter, it sounded to ne that
they actually sent all nanmes of all patients that they did
to all the doctors, and that m ght be consi dered breach of
confidentiality.

Anot her facility wote in that they felt that they
shoul d have the provider of care enter into a witten
agreenent with the mamography facility where the provider
of care assuned the responsibility and the liability to
informthe patients, and that the mamography facility could
breach this contract only if they felt that the patient had
not been inforned correctly or had not been infornmed of
their results, but they basically again did not want to be

the one in charge of notifying the patient.
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You can go to the next page.

[ Over head. ]

DR. O MARA: There were sone positive comrents.
think the last tinme Penny asked ne a question, and | went
back to the letters to try to look this up. | wll go
t hrough these, but let ne answer Penny's question first.

She wanted to know whether there were any letters
t hat physicians wote in, specifically, physicians wote in
gi ving positive support to conmuni cation of results to the
exam nee in lay | anguage, and after | ooking back through,
the majority of physicians who wote in did not support
this, the mgority of them being radiol ogi sts, but there
were a few

There was a group of nine radiol ogi sts, each of
whom si gned an individual |letter that was identical, from
Canton, Chio, that basically said they thought it was a good
idea. They did raise some concern basically about the cost,
and stated that they talked to their attorney who said that
t hey needed to have a certified return receipt letter to
ensure this for nedical-l1egal reasons, so that they would

then | ater not be hel d account abl e.
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They basically felt that if this were to be put
into regulations, that it would require an increase in
rei mbursenent for mammogr aphy because ot herwi se it woul d
result in a decrease of accessibility. They estimted the
cost to be about $2 per mammographic study to do this.

Anot her individual radiologist said that he
favored lay notification, but only if the results of the
patient study were negative. He felt that in no instance
shoul d the patient receive lay notification if she had a
positive study.

Anot her individual radiologist favored | ay
notification only for abnormal studies, but not for positive
studies. As | said, they went fromone end to the other.
Basically, his concern was the cost of notifying everybody.

The hospital right around the corner fromne
favored lay notification. It was a letter witten and
drafted by the departnent of -- the head of the quality
assurance, | guess -- and also many techs, but there was a
radi ol ogi st's signature on that, and addressed nultiple
i ssues, and within that they did say they supported | ay

notification and that they felt that the FDA should even
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take it one step further and elimnate the out for
second-party notification that is currently in there.

Now, just to go on to the positive comrents.
Witten notification was supported by breast cancer
survivors. There were several breast cancer survivors that
wote in to say that it saved their life and that it
obviously resulted in people -- would hel p from havi ng
peopl e slip through the cracks and al so to enpower the
consuner, and obviously the positive nedical -1egal aspects
of communicating results to the patient and that there is a
public health need for this.

The exam nee has the right to know the result, and
the facility has the responsibility to conmmunicate the
result to the patient. One facility perform ng mamogr aphy
said that their patients actually appreciated the letters,
they had had a | ot of feedback about this, and they did not
find it a hardship for the facility, they are currently
doing it.

Comments again. Wnen were entitled to tinely and
accurate information. There should be nationw de

consistency in reporting to patients their results. Many
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comments were nade that patients' doctors may not w sh the
results to be discussed with their patients.

[ Over head. ]

DR. O MARA: The State of Massachusetts said that
t hey have been doing this and that to date there has been no
facility closure that they were aware of as a result of the
requi renent, and they felt that the letter should be drafted
by the interpreting physician.

It was pointed out that lay notification nmay
result in earlier treatnment wwth the benefit of decreased
cost and extension of lives. The positive coments that
were received wwth sone nodification to the way it was
currently witten.

Again, notify the patient with a witten letter
only if the study is abnormal as it is under the interim
regul ations, only those without referring docs should get
witten notification. Gve the patient the choice if they
desire to receive witten notification at the tinme they cone
for the study, have them answer this question on an intake
guestionnaire, and if they don't answer it, to send thema

report; that the FDA should set requirenents for
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notification, but let the facility adapt its own system

On the other hand, one letter also said that the
FDA shoul d not only set the requirenent, but they should
devel op the standard notification formfor facilities to
use.

Next page.

[ Over head. ]

DR. O MARA: A continuation of these positive
coments that contain nodification of the existing proposed
regul ation, that other parties should not be allowed, other
than the facilities, to distribute the witten notification,
as | already said, notification to the exam nee should
i ndicate the inportance of the clinical breast examby a
qual i fied physician, nonthly breast self-exam nation, as
wel | as appropriate mamogram i ntervals.

There was a | ot of concern in the letters that I
read that there may be an opportunity for patients to bypass
havi ng any contact with their referring physician and having
a clinical breast exam nation because of their ability to
deal directly with the facility and get their report, and

also the ability of the patient to really understand the
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concept of total breast care, and not just having their
manmogr am

Many of the consunmer advocate groups wote in
basically saying that the notification to the |lay person
shoul d al so include a statenent regarding the | ocation of
films and how to obtain themw th the actual nane of a
person to contact.

Letters agreed with the lay notification, but felt
that the referring doc should still be responsible for
foll ow up care.

The negative coments. Actual nedical mammo
report confuses the patient and generates nore inquiries.
There was concern that there would be a | ot of phone calls
to the departnent by patients to have their reports
explained; that it is unrealistic to expect facilities to
nonitor that lay notifications were sent out and it would
cause the facilities to have to act as poli ce.

Wth regards to referring doctors, if referring
doctors were given the option to handle this instead of the
facility, that obviously, there were additional costs and

t hat they were concerned that there were substanti al
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concerns of postage and | abor costs to have this done, and
that this would present hardships to the facility.

There was one estimate -- | think this is what is
on the next page -- of what the costs would be with a
hypot hetical situation, and it was estinated that the
overall additional costs for this proposal alone would be
$14 mllion, and that the average expense of approximtely 1
to $2 per witten notification.

A facility wwth an average of 30,000 exans per
year woul d need to enpl oy approxi mately one and a half
addi ti onal enployees at a salary of approximtely $15, 000
per year per enployee, and 50 cents postage, if that was not
sent out certified mail, then, that this would cost the
facility an additional $37,500 per year.

O her comrents stated that the patient nust owe
sone responsibility for comunication wth the physician,
that the patient may bypass the referring doctor and never
have a breast exam Coments nmade said that MXSA did not
allow for this provision and that these regs were going far
beyond the intent of MXA

Qovi ously, paper waste, environnment concerns, many
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coments made that the referring doc was best able to convey
the results to the patient, know ng the patient best, that
this interfered wwth the referring physician-patient
rel ati onship, that there would be confusion if the patient
was notified prior to the referring doctor, and there would
be confusion if there was a difference in the |ay
notification and the physician report, and al so confusion
fromthe patient who does not understand or msinterprets
the report, or who just sinply lacks the education to read
the report.

| think that was alnost it. They felt that this
proposal would increase litigation. There was a letter
witten that basically felt that the nedical audit would
assure that the patient would receive additional follow up
of an abnormal mamogram and take care of the concern that
the patient would fall through the cracks, and therefore the
| etter not be necessary.

It was felt unrealistic to expect radiologists to
determne the literacy |level, the ethnic and cultural and
social sensibilities, patient detail or the witten

notification.
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Under HFCA, sonebody witing in from Chio stated
that their patient notification systemwas unsuccessful,
that it caused undue concern and anxiety. It was
interesting that in Massachusetts, they felt it was
successful, the person who responded fromthat state.

Sonmebody witing on behalf of small and rural
facilities felt that this particular section caused
tremendous difficulties and especially in the smaller
hospitals, smaller facilities that did not have a
conputerized reporting system

| think that is it on this section.

Are there any nore blue sheets? | will open it up
to the floor. Yes, Dr. Kopans.

DR. KOPANS: First of all, comng from
Massachusetts, | did get a letter froma patient who was
very upset that we had sent her a letter, but it is the only
one | have ever seen. | think it is a good idea.

| am curious, though, did the GAO -- the issue of
the cost of doing this, $37,000 for 30,000 manmograns is
probably not that unrealistic -- did the GAO | ook at that,

and is that a reasonable cost for the requirenents to
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engender ?

DR. HOUN. The GAO did not |ook at this, however,
the Ofice of Budget and Managenent, which nust approve
regul ati ons by the executive branch, does, and that is a
concern for them as well as also for Congress and the
Agency in terns of making sure, if we are going to have
regul ations, they are cost effective, that they are
essential, and they don't increase regul atory burden that
has little inpact.

DR. KOPANS: dven that |I don't knowif their 14
mllion nunmber was correct in terns of the facilities across
the country, but then howis it decided whether that would
be cause for renoving the regulation or for keeping it in?
| mean cost-benefit, who decides that?

DR. HOUN. Well, | think we get advice in terns of
it is easy to calculate a hypothetical cost, and if you say,
oh, 14 mllion mght be right, well, then, we hear discuss
benefits for it, and benefits can outwei gh costs.

DR. FINDER: One other thing. In terns of the
cost analysis that you have all gotten in the past, there

was an estimate for this regulation of alittle over $14
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mllion, so that is where the nunber cones from at | east
one of the places.

DR. BASSFORD: | have seven points. Ckay? But I
will get themall over with at once.

DR. O MARA: Tanmy, just renenber | didn't wite
all these letters.

DR. BASSFORD: | know. Just referring to
addr essi ng sone specific comments that canme from
organi zati ons specifically, regarding the scope of the |aw,
it seemed to nme there was sone confusion between the
requi renent and the MXBSA as |l egislated for the actual
manmogr aphy report to go to self-referred patients versus
pati ent notification, which at | east needs to be addressed
in sone fashion just under the general mandate of the law to
ensure adequate quality assurance, and | don't think anyone
could disagree that patient notification is a key aspect of
qual ity assurance.

So, | don't think that addressing patient
notification exceeds the mandate of MJSA. There was an
addi tional specific mandate with regard to mamography

reports, which is a separate issue.
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| noticed, because | happened to get a |ot of
letters in ny own section that al so addressed the QA, that
the pap anal ogy was used quite a bit, and I want to just
poi nt out that wonmen do not self-refer for pap snears. They
don't do their own pap snears and bring in the slide to the
pathologist. It is very difficult for a woman, then, to
present to a pathologist for a pap snear w thout havi ng had
sone contact with a health care provider, a real contact, an
actual face-to-face, shall we say, contact.

So, | think that is a pretty specious analogy. |If
we elimnate or if we restrict witten notification to
exam nees to self-referred patients, it is going to be
i ncunbent on facilities to have a reasonable definition of
what self-referred is.

| speak froma market that is heavily saturated
with HMOs. It is probably the nost saturated section of the
country in Arizona with managed care, and | need to point
out how increasingly difficult that is going to becone, and
if we are | ooking at these regul ations as sonething that we
hope to be able to Iive with over the next even five years,

| just would Iike to make the commttee aware of a few
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poi nts about the difficulty of determ ning whether a patient
is, in fact, self-referred or has a referring physician.

Most mamography facilities in ny area not only
accept self-referred patients, but nost HM>s now, in the
interests of accessibility and consuner satisfaction, allow
wonen to present for mammography without a witten referral
fromtheir physician.

They may, in fact, give a physician's nane. They
may not be registered in that physician's office. The
physi ci an may not have a tel ephone nunber or any way of
tracki ng down the patient.

Doctors who termnate their contracts with a
certain HMO w Il have a whol e backl oad of patients that were
seeing themthrough that HMO, and that HMO will send a
routine notification out to all those patients saying your
new doctor is Dr. so-and-so. Dr. so-and-so, the new doctor,
may never even have had any contact with that patient.

Eventually, it is going to be nore costly for
facilities to determne who truly has a relationship with
the referring physician, who is truly a referred patient,

and who is truly a self-referred patient, because of all the
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blurring. | think due to valid public health concerns and
consuner satisfaction concerns that it has made it easier
and easier for wonen to wal k into nmammography facilities
without a true relationship with a referring physician or,
in fact, any contact at all, even a tel ephone nunber or a
way of tracking sonebody down.

So, | think a sinplistic and probably in the |ong
run cheaper solution is to notify all wonen of their
results. | would note that if the interference with
referring physician patient comments have cone nostly from
radi ol ogi sts, and not referring physicians, that that is not
very useful. | think it is up to referring physicians to
determ ne what kind of direct notification would be
interfering of their relationship with the patient.

In terns of all the interferences with the

doctor-patient relationship, | think this is probably one of
the lesser interferences. | amnot referring nmy patients to
a technol ogi st when | refer them for manmography, | am

referring themto anot her physician, and | have very few
consultants who don't at |east give the patient | refer them

to sone idea of what is going on in addition to contacting
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| think the suggestion for the no news is good
news or only notify patients for negatives is what |ed at
| east to sonme of the nost vivid exanples of m sdi agnoses
that we have heard presented to this commttee from
consuners.

| do think if we are going to be flexible in any
area, that the formof notification, I know sone facilities
do an excellent job of inform ng the patient of mammographic
results at the tinme of the nammbgram

Personally, | think that that works just as well,
and in fact, those facilities, in their report to ne, note
that they have already inforned the patient, so witten
versus oral, | think is an area where we m ght | eave sone
additional flexibility, but I just want to, as a referring
physi cian practicing in a market where physician-patient
alliances are constantly shifting, really nake a strong
appeal for direct lay notification of all exam nees.

DR. PATTERSON:  Any.

M5. LANGER: | read the rather extensive conments

on this section carefully for two reasons. One is that it
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is of great interest to ne as a consuner rep and to ny
organi zati on, and al so because |I had originally vol unteered
to present on this section.

| think, unfortunately, what has happened is we
have gotten ourselves a bit -- we have becone overel aborate
in our efforts to acconplish this goal, which is actually
straightforward, and in | ooking at sone of these comments, |
wonder if we mght step back and suggest anot her mechani sm
to acconplish this, which mght go along the follow ng |lines
- where at the tine the woman i s processed on her intake
form she is asked how she would |like to receive her
results.

Now, obviously, this is not always going to work,
for exanple, in the nobile setting, but understandi ng that
the vast mapjority of the tine her results wll be normal, it
may be that a verbal comunication of the results does
suffice as long as we do have evi dence through the
examnee's initials of sone other way that she has actually
recei ved her results.

So, perhaps there is kind of a nmultiple choice

approach to this where the exam nee could indicate how she
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wants to receive her results, that when it is preferable for
her to receive her results in witing. The only place the
pap analogy is not specious is that they do it very
effectively with a very small postcard, and it is not always
just sent by itself with its own 32-cent stanp. It is
included in a bill or sonething else.

So, there are many ways for the vast, vast
maj ority say, instead of the 30,000 where you are worrying
about your postage, et cetera, it could go way down in that
you have no certified mail requirenment for normal results
per haps, and then when the result is abnornmal, which is what
we are all worrying about here, there is another
conmuni cati on nmechani smthat takes place or supersedes it.
| just think that we have gotten a little too el aborate and
confused the nedical public in responding to this because,
you know, people said okay for screening and not okay for
di agnostic, okay for self-referred and not okay for others,
and they indicated their own confusion in how they were
going to make this regul ati on operative, and | think that we
shoul d attenpt to sinplify it.

DR. PATTERSON: Marsha.
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M5. OAKLEY: As anot her consuner rep here, | have
a couple of coments to nmake. One, | agree to Tammy very
much in that many, many wonen are self-referring. | saw
that in our owmn facility, and they give a physician's nane,
and then | have gotten a phone call back, and the physician
has no record that this patient has ever been through the
doors. So, Tammy, | do agree with that, that that can be a
real problem

The other thing is | represent a |arge nunber of
wonen, and how | am here on this commttee, and those wonen
were very strong in that they wanted to have sone kind of
communi cation. | agree with Any that | think we have
totally gone beyond what the original intent was, and it
doesn't have to be as elaborate and it doesn't have to be as
costly, and ny real concern is that the consuners truly do
want to be notified.

Now, again, in agreeing sonewhat with Ary, | think
we need to be able to do it and perhaps do it |ess costly,
ny fear is if all of these nunbers, if $14 mllion now, and
t hen where does it wnd up five years fromnow, if all of

those dollars turn out to be sonmething that is going to be

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

real, not just a projection, but a real, that we are going
to find facilities that just they can't afford it, they
cannot afford, as you had up there, Ellen, a $37,000 cost.
They can't afford it if they are a small facility, sonmewhere
in the next five years they are going to elect to shut down,
and all that does is make it nore difficult for wonen to get
a manmogr am

So, | amconcerned. | do want to see wonen get
results. | want it sonehow to be sone kind of consistency,
and | guess | want to be sure that no facility decides we
are not going to do it, it is not really in the reg, we
really don't need to do it, we can avoid it.

| have seen that already happeni ng where peopl e
are trying to skirt around it, go around it, and I amreally
concerned that what wonen across the country want is to know
that they are going to be protected with a result.

DR. PATTERSON:. Est her.

M5. SCl AMVARELLA: | think | partially agree with
Any and what you say, Marsha, but the other issue is that |
think is we want to tailor it to the clients is to ask at

the tinme they do the self-referral, they go for mamogram
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to ask how they want to know.

| mean if they want a letter, sone people are very
nmobi | e, maybe they cannot receive the letter, or the
institution or the nobile unit, sonetines we do a | ot of
things to help there, is to give a nunber they can call,
because it is very inportant how you explain, there is a
need of enphasis, that not everybody, if they need to cone
back for a second mammobgr aphy because they have sonet hi ng
they are not sure, people are afraid they maybe have a
cancer.

So, | think at the nonent the person cone in each
institution, whatever the point of entry is, to explain what
are the alternatives for the patient, so then maybe that way
t hey can be tailored and | ess expensive that we are tal king
about .

DR. O MARA: Rita.

M5. HEINLEIN: Wen this was first discussed,
initially, the verbiage was that the facility would have a
system for communicating the results of the patient. It was
not indicated that it would be witten notification.

Perhaps if we went back to that verbiage, just
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saying that the facility nust have a systemfor
communi cating the result, that at |east give themthe
flexibility to say they can give it to themverbally or they
can give it to themthrough witten notification. That
m ght be a way to sinplify it.

DR. O MARA: Flo, did you want to make a comment ?

DR. HOUN: | guess there m ght be sone
m sremenbering of the discussion. | led the discussion. |
was very specific, was verbal communi cation acceptabl e.
got the response no, and we had proposed witten
notification in this response because that was the clear
nmessage voted on by the commttee, but |I understand that in
light of the public comment, the bottomline is that wonen
shoul d know their results and that it was felt in other
commttee neetings that the only way to assure this was
witten.

However, | think that in these discussions, and in
[ight of many excellent facility responses on how t hey
conmuni cate, that weren't witten, but that were al so
docunented in the nedical record or other procedures, that

what | amhearing is that in terns of answering the first
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question, | think it was the first question, one of the
first questions submtted to you folks in terns of are other
systens acceptable, you are sayi ng yes.

DR. CHRVALA: | have several coments that |
wanted to make about this. One is that | think one of the
reasons why mammogr aphy centers are concerned about the cost
is that they also like to use their postage to notify people
to return for rescreening, which is a way for themto keep
their patient population, but regardless, | think it is
incredibly inportant that we do have a system of patients
notification.

In the systemthat | worked with in Col orado, we
had numerous, nunerous instances where wonmen were not
informed of their results, and we would be sending them a
rem nder letter to cone back for an ultrasound in three
nont hs or repeat examin six nonths, and they would call us
and say we didn't know that this was the case.

The standard right nowin Colorado is not to
notify the woman, it is to notify the doctor, and what was
happeni ng was the doctor was not conveying that information

to wonen. That really concerns ne.
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| think this relates to an earlier issue we talked
about, that wonen have to know what their results are, as
wel |l as what is recomended for follow up according to the
radi ol ogi sts, so that they can discuss it in an infornmed way
with their physician pronptly.

| have sonme concerns that we have seen that wonen
wi th abnormal results are nore reluctant to return for their
followup, and they require extra effort, and at that point
we may be dealing with verbal conmunication and verba
foll owup, and it would be those wonen who are not returning
for the foll ow up

So, | think that sone of the cost issues are
related to the fact that manmmography centers are using their
dollars to pronpt wonmen to return for rescreening, but not
to notify wonmen of their results and the recommendati ons
that they receive is a mne field, I think, for the quality
of manmogr aphy.

DR O MARA: Dr. Mnsees.

DR. MONSEES: | strongly support notification of
wonen of their results. That is the way we practice at our

institution. But | think there may be sonme need to separate
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screening and di agnostic results here. | think it is very
i nportant.

Screening is where we are tal king about where we
worry that people will fall through the cracks, where people
may not know that they have an abnormal result, and there
are so few abnornmal results conpared to nornal results that
it is possible that a wonan coul d not understand that
sonething is going on if she hasn't received a letter.

So, | strongly support for screening patients that
we have sone nethod of notification. |In our institution, we
are so paranoid that we not only send a result to the
patient, but we also hand thema card at the tinme of their
exam and we say if you don't hear fromus in seven days,
call this nunber, because you should have gotten the report
whi ch coul d have been | ost, and we al so send duplicate
reports to the physician if the patient gives us a nane.

But | do have a problemw th diagnhostics and
sendi ng sonme sort of direct notification to the patient.
Here is where it is very difficult in the lay | anguage to
communi cate what is going on, and where | fear, for exanple,

a woman who cones in for a diagnostic exam for eval uation
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of a pal pable mass, if she gets a negative report, that she
may just wal k away thinking there is nothing needed to be
done.

This is where the referring physician is really
i nportant and needs to bear the responsibility. At |east at
our institution, we do not accept diagnostic patients,
synptomatic patients who are self-referred.

If a woman cones into the system and
self-referred, when she conmes back in for her additional
wor kup, because she will be given one of these assessnent
categories that she needs sone additional workup, it is a
face-to-face communi cation, and a referring physician or
surgeon is found for that wonan, and the wonan hears from
our lips that she needs to go on and do this or that.

So, those situations where a diagnostic examis
done on a patient, a patient is synptomatic, | fear that it
is going be very difficult to cormmunicate to the lay public
via a letter, and | would |ike to distinguish screening from
di agnostic workups in nmethods of communi cati on.

DR. O MARA: Eli zabet h.

DR. PATTERSON: The fact that nowhere in the
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regul ations is screening and di agnostic defined we are not
going to be able to unless you wish to go back into that
kettle of wornms, which then you get into all kinds of
changes because there are sone Medi care term nol ogy for

di agnostic that really isn't, and so | really think that you
are getting into all kinds of problens by trying to separate
t hat term nol ogy.

DR. O MARA: Tammy.

DR. BASSFORD: | think the critical issue here is
the mandate that the facility have responsibility for
ensuring that all exam nees receive the results of their
mammogram G ven that we don't separate screening and
di agnostic in the regulations, | agree that trying to inpose
how certain things are going to be comruni cated for
screening and for diagnostic and for every situation, in
terms of method of conmunication may be probl ematic.

| am not confortable with leaving it to the
patient to call in for those results, because it takes the
responsibility for sone attenpt to communicate the results
away fromthe facility and puts it back where it has been

all along. Wnen have always had the option of calling in

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

for their results.

| am not even sure that it would be | ess costly.
To me, it takes nore manpower to try and reach a patient by
tel ephone than it does to sign one of those little cards
that go out that says your nammogram or your pap smear is
nor mal

So, | think we could address sone of the concerns
about how specific facilities handl e communication in
specific situations if we just had a sinpler regulation that
said every facility needs to have a docunented systemin
pl ace that ensures that exam nees get their results fromthe
facility.

When we | ook at the cost of that -- and | don't
know what the overall cost of the total regul ations has been
estimated at -- but when we throw these nunbers around, it
is inmportant to renenber what contribution direct
notification will make in terns of the total cost of the
regul ati ons.

| don't want to see direct notifications be the
scapegoat for the increased costs of the regulations in

general . You know, | don't think we just need to focus on
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the cost of direct notification to the exclusion of the
general costs.

DR. O MARA: Carl.

DR DORSI: Just as an aside, there were several
comments that | received with the letters that were sent to
me about the absence of the definition of screening and
di agnostic, so we wll probably cone back to that again.
There are sonme very good coments in that, and maybe we wl |l

t hi nk about this when we tal k about that other definition

section.

DR. O MARA:  Any.

M5. LANGER Two things. As we try to establish a
docunent ed system as Tammy has just articulated, | think we

shouldn't | ose sight of the fact that a witten notification
is a very inportant and preferable element in a | ot of

cases. Since we know in breast cancer, constantly wonen
tal k about not being able to hear or understand if they are
being told sonmething is wong, you know, you wll say, well,
what did the doctor say, and they will say, er, ah, | can't
remenber, | was so upset.

So, let's be very clear that It is the |ay
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notification by letter is sonething that is a good thing, we
don't want to take it out now, but rather just trying to
build in docunmented flexibility to the system

The second thing is given the disparity, for
exanple, that Ellen illustrated, between the experience of
Massachusetts, who thought it was fine, and Chi o, who
thought it was dreadful, has there been any effort by FDA
staff to understand what the HCFA experience has been and
what sort of positive and negative responses have foll owed
the requirenment of lay notification under Medicare
screeni ng?

DR. HOUN. Yes, and actually the public comrents
reflect what the objections were. The HCFA process, people
felt was costly. They felt that they did get conplaints
fromreferring doctors saying don't talk to ny patients.

FDA still gets an occasional letter in red ink saying why is
this mammography facility trying to steal ny patient away.
So, that is a concern.

Al so, people objected to the quality of the

notifications. They confused people, radiol ogists got

cal | ed because the notices really upset patients, they
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didn't know what they were about.

So, | think the nore governnent gets prescriptive
i n comruni cation, the problens we are going to run into, and
| think that Dr. Mnsees' situation where if her institution
does well with the witten for screening, but verbal
notification with docunentation that this discussion
happened, if we revise the regulation to be nore general in
the sense of assuring that patients receive results through
sonme docunmented system and then we explain in the preanble
that --

M5. LANGER By the facility. That is the
distinction. W don't want to go back to, as Barbara said,
t he physician can fulfill that requirenment. That is not
what we are tal king about.

DR. HOUN: R ght. The facility has that
requirenent to assure, and there are different neans that
t hey can assure that the patient receive results, and
witten notification, we can enphasi ze, you know, is the
easi est way of docunentation, and a very clear way to neet
t hat requirenent.

DR. O MARA: Carl.
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DR DORSI: | think, having been involved in the
Massachusetts notification program | think during HCFA
times what was specifically stated was the lay translation
of the physician's report, in other words, with a fair
anmount of specifics placed into |lay | anguage vis-a-vis
bi opsy, followup for a nass.

The notification letters that | think we are al
speaki ng about are nore generalized, require a foll owup and
it is a recommendation type of an oriented letter, so the
woman knows what the next step is, and if she has questions
about why that next step is to be taken, she can call up the
facility and say, look, | have got this letter, you want ne
back in six nonths, what is going on.

So, | think that was the big problemw th the HCFA
letters requiring that a specific reason be placed in each
letter, in other words, just a translation of the reports,
and that is what many of the physicians were reacting to. |
think the letters that we have now are nore action oriented,
which is the bottomline. You want a woman to follow the
correct action.

DR. O MARA: Dr. Kopans.
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DR. KOPANS: | just wanted to not |let Dr. Mnsees
coments go by too quickly, particularly in light of the
fact that someone said we are going to discuss definitions
soon.

| absolutely support sending out or sone direct
communi cation of screening results. It gets very
conplicated with diagnostic cases. You nay be in the
process of doing nultiple diagnostic eval uations, and every
tinme you send a letter out, you may have al ready done what
you are sending the letter out for, and you start getting
all kinds of confusing signals back and forth.

So, | would hope -- and | don't see a nmjor
probl em w th defining screening and di agnosi s, the Mdicare
can define whatever it wants, but that is purely a
rei nbursenent issue, and | think we should be able to define
what screening is all about -- so I would hope that you
woul dn't conpl etely dism ss the dichotony between screening
reports and diagnostic. | see nore confusion with sending
out witten diagnostic reports than benefit.

DR. O MARA: Cass.

M5. KAUFMAN. One of the problens that we have
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seen when you do differenti ate between screening and

di agnostic is that if there is an easier route to go for one
versus the other, that then the facilities, sone facilities
wi Il call everything screening or everything diagnostic.

For exanple, if their reinbursenent rate is higher
for diagnostic, then, they tend to call things diagnostic.
That is one problemw th doing that.

The second point that | wanted to nmake is that |
think we need to focus in on how the wonen thensel ves w ||
best be benefitted, and not get into issues of relationships
bet ween vari ous physicians. W need to focus in on what is
good for the wonen of Anerica.

For exanple, if | amreferred to a cardi ol ogi st
frommy primary care physician, | expect that cardiol ogi st
to deal with ne directly, and | think that is generally the
way it works, and | think radiology is one area where that
has not occurred in the past, but | don't think it is a bad
thing to have the consulting physician communicate directly
with the patient.

Once the primary care physician has referred you

to that physician, then, that is a relationship between you

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

and the patient and that physician, and |I think they have
every right and obligation to communicate directly wth the
patient.

DR. O MARA: | understand what you are sayi ng, and
| think that in a practice that | was in when we had patient
surveys, we often got comments about the fact that the
patients never nmet the radiologist, and it is a different
rel ati onshi p between being sent fromyour famly physician
to a cardiol ogist, where you see that doctor face to face as
opposed to being sent in for a screeni ng manmogram and
honestly, | nmean | have known patients who don't even
understand that it is a physician who reads that film and
for all they know the tech processes it and goes and reads
it or that it cones out of the processor with an answer, so
| disagree a little bit with your coment there.

M5. KAUFMAN. | guess this m ght be a good
opportunity for people to understand what a radiol ogi st does
do.

DR O MARA: | think that, as a patient, | m ght
feel that | have never nmet this person, | have no

relationship with them and | have a sense of trust in ny
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referring doctor. | basically support what we have been
saying here in terns of lay notification. | amjust
commenting on what you said in terns of the relationship
bet ween the physician and the patient.

Yes, Dr. Finder.

DR. FINDER | just wanted to bring up two facts.
One is people are tal king about the costs and everyt hing.

I n your packet, there is a little, brief sunmary of sone of
the costs, so you can | ook at that and get an idea of what
we are tal king about.

The other thing is | would hope that we could
answer the |ast portion of that question at sone point in
this discussion - can requiring witten instructions rather
than the actual final assessnent to the patients on how to
get their results, is that an alternative, or is that
nothing to be considered. So, if we can get an answer to
that fromthe commttee.

DR. O MARA:  Tanmmy.

DR. BASSFORD: | would say based on the sense that
| amgetting fromthe discussion, that that would not be an

alternative. The crux of it, what | think | amhearing is
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there may be sone roomfor flexibility in howthe results
are directly comuni cated, but that everybody would like to
see or the recommendati on would be that in the regulation is
a requirement for direct conmunication of the results by the
facility to the patient. Instructions for how you can get
your results does not neet that need.

Particularly, I want to allude back to Any's
comment s about the considerable anmount of denial that wonen
can be in regarding these things. | don't think that that
is going to fulfill the intent of the original regulation or
of the original legislation that was designed to i nprove a
qgual ity assurance systemin manmmography.

So, no, | don't think that would do it, and the
other -- now | have forgotten what else. Elizabeth?

DR. PATTERSON: | always find that so often
people, if you can do it an easy way, then, you will use
this method, and so | can see in a waiting rooma sign up
t here posted saying, if you want your results, you can cal
this nunber, and | think that that is not the intent of the
| egi sl ati on.

DR O MARA:  Any.
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M5. LANGER | do think it could be viewed as
suspenders, you know, where the belt is what we have al
been sketching out, so that it is another way to be
absolutely certain that the letter was sent, that the verba
communi cation was actually delivered, so that you can do it
as a supplenentary addition to the direct comrunicati on.

Sone ot her people m ght have comments on this, but
| would |ike to get back to the section of the comments that
| saw where nedi cal professionals indicated a trenendous
di sconfort wth our |anguage pertaining to sensitivity to
ethnic and cultural issues in communication of results.

When you are ready for that, | would |ike to make
sonme comments about that.

DR. O MARA: Esther, did you want to say
sonet hi ng? You had your hand up before.

M5. SCI AMVARELLA: My comment is that, Flo, |
t hi nk nobody di sagree here that we need to send information
inwiting to the patient. The issue is how we prepare the
patient for what they are planning to receive. | don't have
t he nunbers and the statistics now, but | think it is around

40 percent in general the doctor doesn't send to the patient
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i nformati on about the diagnostic condition even if the
results are not good.

So, | think the idea is reassurance in this
particul ar case that the patient receive the information in
witing, but | think it is inportant to explain what
happened and what they will receive and for what reason.

So, this is the relations between individual patient and the
provider, howis the process, and | think sonetinmes consuner
doesn't know what is going on, and | think you will need to
be sure that that is explained in the way the patient want
to know.

DR. CHRVALA: | just wanted to add that in terns
of notifying wonen of the results of the mamogram and the
radi ol ogi st's recomendation, oftentines -- and this is
again fromexperience in Colorado with a statew de tracking
and foll owup systemthat did nedical audits -- there were
vari ations between what the radi ol ogi st recommended, so if a
letter went out saying that your manmogram was interpreted
as this, and we explain what that neant, and this was the
reconmmendati on, when the worman went to her physician,

alternative activities happened, and | think the letter
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woul d have to acknow edge that this is what the radi ol ogi st
recomended and it is inportant that you discuss this
recommendation, as well as other procedures for follow up,

t oo, because there is a dramatic difference between what the
radi ol ogi st recomends and what actually happens.

DR. O MARA: Tammy.

DR. BASSFORD: | think a lot of this, positive
suggestions for better letters than went out with HCFA and
stuff, could be in the guidance docunent and ki nd of make it
easier to encourage witten notification by providing -- |
mean providing sone exanples of things that are really I
think generally well received.

| think any letter froma mamography facility
that says we notified your doctor of these results and we
encourage you to discuss themw th your physician could
hardly be seen as an attenpt to steal patients.

| mean | think that is what was m ssing froma | ot
of the HCFA letters or letters that were generated in
response to that requirenment earlier. | think a lot of the
how s and why's could occur in guidance as |long as the

regulation is firmon the responsibility of the facility to
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communi cate the results.

DR. O MARA: And apparently there are letters out
there that the ACPAR conm ttee had avail able that could be
put into guidances, suggestions for how to send these
letters out, too.

Ay .

M5. LANGER Why don't | just nake a suggestion,
because it cones off your point. | was on the ACPAR panel,
as well, and we did nodel letters, and nmaybe they are not
fabul ous or perfect for every facility, but they are a
starting pl ace.

As | say, it was ny inpression reading through
letters fromfacilities around the country, that they are
quite concerned to fulfill, obviously not a requirenent, but
t he encouragenent of the FDA to deliver the information in a
culturally appropriate fashion, sensitive to considerations
of each woman and of course a | anguage that she could
under st and.

| wonder if it mght be a future project outside
of regul ations specifically to devel op nodel letters in

col l aboration with organi zati ons that represent groups of
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wonen that are ethnically diverse and see if we can help
facilities in this way specifically again using the
expertise of wonen's organi zations that represent these
vari ous popul ations.

DR. O MARA: El i zabet h.

DR. PATTERSON. | just want to bring you back to
one point again. |Is the coommttee recommending that the
word "written" be kept in the regulation? | amhearing -- |
think I heard some way, well, there m ght be alternatives,

and then I think we are back to saying witten.

Can | have the consensus fromthe commttee?

DR. BASSETT: | do share Barbara's concern a
little bit about patients who al ready have an abnornmality,
you have infornmed them of that, and now they are com ng back
for workup of that.

| know what we do in our practice is the sane. |If
soneone is called back for sonething additional or because
there is a problem we talk to themdirectly, because at
that point they are going to want to know, you know, you are
not going to want themto | eave w thout sone understandi ng

of what transpired.
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Whet her you need to send sonething in the mai
after that, | amnot so sure about.

DR. FINDER Well, let nme just say that the way
this is witten right now, you wouldn't have to send
sonmething witten. So, that is the question again.

We started off at least | heard that we were going
to be nore flexible and allow oral, and now we are sayi ng,
no, that is not acceptable, so we need sone kind of
consensus whi ch way you want us to go.

DR. O MARA: Maybe a show of hands, Charlie?
think you are going to go around in circles nmaking these
comment s agai n.

Rita?

M5. HEINLEIN: Both Dr. Bassett and Dr. Kopans and
Dr. Monsees, all of them have used the word "direct," that
they speak to this wonman directly when it is a diagnostic
exam Perhaps the word, instead of being "witten," needs
to be "direct,"” that there should be direct conmunication
wi th the woman, and that can be through witten
communi cation, through verbal comrunication, et cetera, but

| think direct communication by the facility to the patient
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of the results that is docunented.

DR. BASSFORD: My sense is that would neet the
sense of the commttee and then, in guidance, we coul d nake
a coomment to the effect that in nost cases, witten
notification will be probably preferable and an easi est way
of docunmenting, to kind of encourage witten notification
for wonen who present for screening exam nations.

But | think the key words are "direct"” and
"docunented” and by the facility.

DR. O MARA:  Marsha.

MS. QAKLEY: Again, as a consuner rep, ny initia
preference was it was witten, but | think what | am hearing
here today, and from sone of the physicians, that as |ong as
this includes direct and docunented that | could probably
support that.

DR SMTH. | think the enphasis has to be on
direct, and I think that there is a real opportunity here to
provi de gui dance and, in fact, show that you have responded
to the letters and the critiques that have cone in. | think
that this is going to be a real good opportunity.

DR. O MARA: Do we have an overall sense here now
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that you think that we can close on this issue? kay.

have a little bit of a problemand | really amgoing to have
to | eave, but nmaybe Any can take over |eading the

di scussi on.

| thought what we could probably do is go through
the rest of the transparencies, which | can |leave with you,
if you want to refer back to them but just nobody has to
struggl e understanding ny cryptic notes, and if Any woul dn't
m nd doing ne the favor of just |leading the rest of the
di scussion, and that would work probably for ne.

DR. PATTERSON:. That is entirely between the two
of you how you wsh to do it. You are pressed for tine, and
| realize that. How nuch nore on your transparencies do you
have?

DR. O MARA: W need to get through the section on
the notification of physicians and then recordkeeping.
think that actually that discussion is going to be fairly
small, but I amwell past the tine that | need to |eave,
unfortunately.

M5. LANGER | can fake anything, but | have not

concentrated on those sections, Ellen. Thank you for your
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confidence in ne.

DR. O MARA: | thought you nmade the comment before
about having had an interest.

M5. LANGER | stopped reading at a certain point,
but | just would point out there is a third FDA question in
this section, as well, that needs to be addressed, about
original filmns.

DR. PATTERSON. That is still part of it.

DR. O MARA: Kind of go through those comrents.
Flo said she would help. That's okay. | had asked Flo
bef ore.

DR. PATTERSON. |If Any can wing it on your
transparencies, why don't we do that.

DR. O MARA: | thought it would be probably
reasonabl e to go through the transparencies.

DR. PATTERSON: And then hold the discussion until
afterwards?

DR. O MARA: Yes.

DR. PATTERSON. Ckay. Fine.

[ Over head. ]

DR. HOUN:. This one was a fairly short segnent.
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Communi cation of results to health care providers. Coments
were of a general nature. Requests to define inmmedi ate
comruni cation for suspicious or highly suggestive |esions
with regards to those categories.

One facility wote in and said that their
radi ol ogi st read only two tines per week and how were they
to deal with this "imedi ate" conmunication

Sonme of this is redundant to the other section.
Agai n, 30 days was unreasonably long to notify a physician
of results. On the other hand, 30 days was reasonabl e
unl ess there was delay in obtaining conparison filnms. Mre
of the letters supported the second conment than the first
coment .

A question was raised what is nmeant by the
responsi bl e desi gnee of the health care provider, spell out
the qualification of the person capable of receiving the
manmmogr aphy report.

Again, the electronic signature, referring docs
receiving the mammo report shoul d acknow edge by el ectronic
signature that they received the report, and this should be

kept on in the electronic file indefinitely was one of the
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comment s nade.

Next section. We will delay that then for
conment s.

[ Over head. ]

DR. HOUN: Recordkeeping. Ceneral conments.
Facilities should be allowed a nomnal fee for transfer of
films. The FDA shoul d devel op guidelines for charges for
copy, film and postage, and fees for transfer should not
exceed costs. The proposal that fees for transfer shoul d
not exceed costs was considered price fixing.

There was positive support for this section.
Transfer of original filnms should be done upon exam nee
request. It should be a witten request indicating whether
the transfer is tenporary or permanent. Transfer of
original film may conflict with state and |ocal |aw and
there was a question about how that should be dealt wth.

The FDA should add a statenent in this section
regarding that the filns should be transferred in a
reasonable tinme frame. The original filmtransfer was felt
i nportant by one respondent. The copies were often of poor

quality and not hel pful, that others felt that the original
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filmshould be returned within 30 days if it was a tenporary
transfer, and it was also noted that this, too, was a
previ ous HCFA requirenent.

There were sone suggestions to nodify this section
and that one respondent said that manmo fil nms shoul d be kept
indefinitely to spare a woman an unnecessary bi opsy.

Anot her suggested that there should be a one-tinme standard
recordkeeping tine for all filnms five to seven years, and

t hen anot her comrent was nade that a facility which took the
nost recent manmogram shoul d mai ntai n ownership of the
originals for future conparisons.

[ Over head. ]

DR. HOUN. The negative comments regarding the
recor dkeepi ng section. They felt that this section on the
transferring of original filnms should be deleted, that the
films were the property of the physician or institution
whi ch generated them that only copy filnms should be sent
out. Transfer of original filnms woul d di sadvantage the
physician's ability to defend agai nst clains.

A question was posed does the FDA indemify the

radi ol ogist in the event of nmal practice action in lost filns
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if the filnms had been sent out. There is obviously a
potential for |loss of breach of confidentiality. Wuld
prevent conparisons at the original institution if the
patient returned for another manmogram and the filns had
been | ost.

Several letters said that they felt it was no
val ue to have copy filnms, which is one of the suggestions,
for conparison if the originals were |lost, and that copying
originals retained in the jacket just results in nore
i ncreasing costs, as well as a delay in sending out the
films to the facility requesting them for conparison.

[ Over head. ]

DR. HOUN. Some ot her general comments on the
section, again, not ny statenents, but an intrusion into
practice of medicine, just delete the whole section.

There was concern about the use of the term
"exam nee" as opposed to the use of the word "patient," that
third-party payers may not recognize the term "exam nee,"
that the use of the word "patient” was tied in with
mal practice protection, and al so we tal k about the

doctor-patient relationship and the ethical protection of
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t hat .

O hers wote in and said they agreed with the term
"exam nee." There was just another note about a
t ypographi cal error that was | guess actually witten as
"topographical ," sonething I don't think we need to get
i nto.

s that the |ast sheet? ay. That is the
begi nning, so we got through them Thank you.

Should |I open the floor up? Do you want to go
back to maybe the notification of physician would be a good
pl ace to start.

| amvery sorry about this.

DR. PATTERSON. You are forgiven. |If Any is
willing to | ead the discussion on that aspect.

M5. LANGER: Could you put Ellen's overhead back
up. | think it was green, and it started tal ki ng about
physi cian notification.

[ Over head. ]

M5. LANGER  Yes, thank you. Okay. The first
i ssue pertains to defining the timng of notification. Does

soneone want to comment on that, on the commttee?
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DR. KOPANS: Is there anything in that first line
there defining "imediate"? | don't renenber seeing
anything in the regulation that actually gives m nutes.

MS. LANGER | think we left it very general,
didn't we?

DR. HOUN. That's right. W did not specify what
is imediate, and | think the reason is that we did not want
to be unreasonable in a situation where you need to be
fl exible.

DR. KOPANS: It would seemto ne that imediate is
fine, just leaving it that way. Thirty seconds is good.

M5. LANGER Immediate in a batch environnent

obviously is very different than on-line reading.

Mar sha.
M5. OAKLEY: | just have a coment on that word
"immediate.” It isn't in there | don't think. | have had

t he experience, and again | represent consuners, of wonen
who have been called at 4:30 on Friday afternoon because
soneone said we have to notify this woman i rmedi ately.

At 4:30 on a Friday afternoon, there is no way

this woman is going to find anybody who is in an office that
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they can talk to, and again, that word isn't in there, but
imedi ate to ne froma nedical point of view also has sone
common sense behind it. Unfortunately, |I haven't seen that
w th some physician offices.

| think that, you know, immediate to ne neans
reasonabl e i medi ate, and again ny point being if you use
the word "inmmedi ate,” and sonebody takes it literally, 4:30
in the afternoon is not reasonable for a woman to then have
to go all weekend with no answers and nobody to get ahold
of .

M5. LANGER The word "immediate," just to
clarify, is actually in the regs.

Tanmy.

DR. BASSFORD: | think we are tal king about
notifying health care providers here, if | understand it. |
just think we had a | ot of discussion about whether to put a
specific tinme Iimt or not, and unless any of the comments
have changed the commttee's consensus, | think we had sone
pretty explicit reasons for why it would be inprudent to
regul ate a specific time limt in this case.

M5. LANGER:  Dan.
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DR. KOPANS: | think, just to answer that
gquestion, you can't legislate comobn sense. It is going to
happen no matter what you do. | would just leave it the way

it is.

M5. LANGER Moving on to the 30-day question, |
did read sone of these, and it was amazing. You would read
one, it would say that was terrible, and one would say it
was fine. So, does the conmttee have any suggestions in
terms of a change or should we nmaintain the 30-day? It is
fine as is?

This was interesting. Wat is nmeant by
"responsi bl e desi gnee of health care provider"? There were
quite a few letters that were concerned about who on the
physi ci an side would be receiving this informtion, and
then, in turn, conmmunicating it to the exam nee.

Any suggestions here? It doesn't strike ne as
sonet hing we can regul ate.

Anyt hing further that we need to discuss here?

DR. CHRVALA: In terns of the 30-day, | think it
is inportant, in light of our discussion about notification

of the consuner, that there be sone lag tine put in there,
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so that the provider gets the report before the consuner.

M5. LANGER That is in a separate section, and I
think there is that suggestion. |Is that not right, Flo?
Flo, isn't that correct, there is sone gui dance saying that
there could be a lag tine?

DR. HOUN. W didn't want to be prescriptive on
t he actual issuance seguence.

M5. LANGER: Could we see the next overhead,
pl ease.

Dan.

DR. KOPANS: | amjust curious, and this sounds a
little silly, but if your average tine is 34 days, do you go
to jail or what happens?

DR. HOUN: Federal prison.

M5. LANGER  Marsha, could you maybe help this
gentleman. It was the one after this one. | think it
pertai ned to recordkeeping, filns. Yes, that is it.

[ Over head. ]

M5. LANGER This is really a good question,
whet her you send out and rel ease the original filns,

obviously, there is a trade-off. Any discussion? Dan.
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DR. KOPANS: | think it is interesting that the
comment that said they don't want to send out the originals
because if they keep the copy filns, the copy filnms are
i nadequate to conpare to subsequent studies, but it is okay
to use copy films to send out for the other facility to
conpar e.

In my mnd, the care of the individual should cone
first. It should be a requirenent to send out original

films. You can docunent that the patient agreed to that,

that she agreed to the transfer. |If they are lost, then
l[itigation comes up. It is unfortunate, but she agreed to
the transfer, and that should be, I would think, sone sort

of defense for the radiologist, but that is such a | ow
potential | think for a problem anyhow that | think FDA
shoul d definitely require originals. Copies | think are
usel ess for conparing to new filns unless they are perfectly
done copies, and it is very hard to do that.

M5. LANGER Is there any know edge here about,
for exanple, transfer of orthopedic filns? 1s that done
standardly with originals? Wy would that be different?

DR. KOPANS: The detail is nmuch nore inportant
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with the mammograns. | don't think you can conpare it to
anything else really in terns of transfer of fil ns.

M5. LANGER  Yes, Joel.

DR. GRAY: Fromthe technical point of view the
duplicating filmcannot reproduce all of the densities that
are on that original film So, you are sending |ess
information than it there.

M5. LANGER  Fl 0?

DR. HOUN. | have a question for folks involved in
new t echnol ogy because | don't want this reg to necessarily
be outdated quickly. [Is new copy technology that is of high
quality com ng out soon, or in terns of other kinds of
transference of mammography filnms, let's say, through
t el emammogr aphy, what is the original?

| know we coul d handl e that through alternative
standards and this variance procedure, but is there a way to
say maybe original copy quality? | just want to nake sure
that we are broad enough, we don't outdate ourselves too
soon.

M5. LANGER  Eli zabet h.

DR. PATTERSON: I would like to address that. |
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| renmenber correctly -- and I think it was Larry that nade
the coment when we initially discussed this -- if your
copies are as good as the originals, then, you can keep the
copies and send the originals, if |I have quoted you
correctly.

So, | think that if you use the term nology in
there of copies, then, you are always going to end up with
everybody who nmakes copies is going to send out these copies
which are conpletely useless, and | think that we really
need to keep it for conparison for the patient's benefit the
origi nal s.

As you questioned with sonme of the newer
t echnol ogy and always the possibility of digital and et
cetera, then, the alternative standards would be able to
| ook at that and answer that question.

M5. LANGER. Before we go further, | thought I
woul d nention that | noted that both in the American Cancer
Soci ety and National Breast Cancer Coalition letters, there
is a suggestion that the woman be notified as to where her
films are, the original filns that is | would assune, and

how she m ght obtain themat any point in tine, so that just
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throws a bit of another |ayer of conplication on when filns
are transferred.

Carl .

DR. DORSI: Can the FDA just reiterate the policy
of what happens when federal |law and state |aw conflicts
require that original filnms never be sent, and only copies
used, and what the policy is, and is that policy defensible
for soneone in a state where this may go to litigation?

DR. HOUN: General counsel has |ooked at a few
state | aws, the states that had issues that wote to us,

i ke practitioners in those states refusing to send
originals, and in the case of Florida and California, in
reviewi ng those | aws, our counsel doesn't feel that there is
an exclusion for this provision of original transfer.

| f, however, let's say, a practice in Florida
di sagrees, | mean what happens is that it is a suit in
court, and the court decides. But in |ooking at our
position, states can have stricter laws, but the stricter
laws in MBSA refer, not to protecting -- it is for
protecting the patient for advancing quality, and so FDA's

regul ati on that you nust transfer originals would be viewed
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as stricter than you can only submt copies for transfer

M5. LANGER:  Joel

DR GRAY: | would like to address Flo's question
regarding the digital imaging aspects. Wen we are tal king
about film we have been tal king about originals and
duplicates. | don't think you can equate that in any way
what soever to the digital world.

Unfortunately, whatever you decide today in the
digital world, it is like the conputer you buy today, it is
going to be outdated within six nonths anyway. The original
inthe digital world can exist in many places at one tine,
an undegraded duplicate, if you wll.

On the other hand, | suspect that nost of the
people getting into digital are going to be | ooking at data
conpressi on techni ques, which neans you now no | onger have
an undegraded original data set anynore, so it is going to
be a whole different ball gane, and | think you will just
have to address that separately, unfortunately.

M5. LANGER: So, it is the commttee' s feeling
that we should stand with our requirenment that originals be

sent for conparative studies?
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[Affirmati ve responses. |

M5. LANGER: Thank you. There is one nore
over head.

[ Over head. ]

M5. LANGER W, as a conmttee, worked pretty
hard to craft this term"exam nee" with the idea that many,
many consuners of mammography are healthy wonen. | think
the only question raised that | sawis if there is any kind
of breach of the patient-doctor relationship for nedical
mal practice interpretive purposes to all ow soneone to
sonehow hi de behind the term which is an interesting
guesti on.

Was that | ooked at by the FDA staff at all?

DR. HOUN: W discussed it and we felt that that
was probably a very inportant argunment that exam nee term
di d not have sone type of historical base in protection and
recognition in courts if we were going to have to cone
before them on records or other issues.

M5. LANGER:  Tanmmy.

DR. BASSFORD: | wonder if there is any precedent

wi th increasingly comon use by agai n nmanaged care and
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corporations that are providing insurance of patients as
consuners' covered lives. | nean there is just a huge range
of term nology out there, and this is the first time | have
ever heard a concern expressed referring to your patient as
a consumer of health care, which at |east on an

organi zational level is done all the tinme now would be a
problemin terns of liability and confidentiality.

It isn't the only instance where terns other than
patient are being used comonly | guess is what | want to
say.

DR. FINDER: | think the "patient”" word has just a
| onger track record in terns of understanding sone of the
ot her issues attached with nedical -1egal issues.

MS5. LANGER  Larry.

DR. BASSETT: Could that be addressed in the
introductory definitions, that this is a termtraditionally,
the term"patient" had been, but it used "exam nee" because
of the difference between healthy and patient, and | think
that woul d settle it.

M5. LANGER: That sounds |i ke a good suggesti on.

It al so occurs to ne that once there is a financi al
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transacti on under standard codes, for exanple, that would
convert the examnee to a patient for |egal reasons.

Aside fromthe big typo problem are there any
ot her issues under this section? No? Thank you.

DR. PATTERSON. Thank you very nuch, Any.

At this point, being that we are really running on
time -- | am being facetious, tongue in cheek -- we are
going to take a break for lunch, and we need to be back here
at 1:30 pronptly.

Has anyone heard from Ed? |Is Ed com ng, do you
know?

DR. SMTH. Ed had an energency.

DR. PATTERSON. Joel, are you prepared to go on?

DR, GRAY: Not at this tinme. | would suggest that
after the public discussion this afternoon, we proceed with
the Quality Assurance-Equi pnrent 900. 12(e).

DR. PATTERSON. We will need to go back onto the
Quality Standards sonetine today. It will have to be
covered today because it is on our agenda for today.

DR. GRAY: | amnot prepared to do it today.

DR. PATTERSON: Ckay. W will |ook at what we can
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do wth that.

recessed,

So, back at 1:30 follow ng
[ Wher eupon, at 12:10 p. m,

to be resuned at 1:30 p.m]
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AFTERNOON SESS| ON

[1:40 p. m]

DR. PATTERSON. |If everybody will resune their
seats, so that we can continue on with the session for the
aft ernoon.

W are going to have to do sone juggling on our
schedul i ng agenda itens. The topics under Quality Standards
under Equi prent -- | have got all the manufacturers back
there screamng at ne right now -- we are not going to be
able to do today. Unfortunately, one of the individuals is
detai ned, and the other, I think they sort of split up the
things, so we are not going to be able to do that today.

Now, we will do that discussion tonmorrow. | don't
know how many of the equi pnment people back there are unable
to be here tonorrow for this discussion. Can | see a show
of hands of any of those who will not be here tonorrow?

[ Show of hands. ]

DR. PATTERSON. Ckay. Let's go the other way.

How many of the equi pnment people can be here tonorrow?

[ Show of hands. ]

DR. PATTERSON:. Thr ee.
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Back on the drawing board. W w |l conme back on
this cooment later. W are going to have to rethink this
one.

In the neantine, we will go ahead with the public
session, and we will allow 15-m nute presentations.

The first to talk is Richard G aves, who is a
representative of the American Manmography Software
Associ ation. There are sone handouts that are at your seats
t hat have been handed out by M. G aves.

OPEN PUBLI C HEARI NG

MR. GRAVES. Hello. Can you all hear nme? M nane
is RRck Gaves. | amhere representing the Anmerican
Manmogr aphy Sof t ware Associ ati on.

[ Over head. ]

MR. CRAVES: We want to cover four issues. One is
the lay | anguage results notification requirenent. Based on
the conm ttee discussion this norning, | would change that
to direct docunented notification to the patients facility
requirenent.

The second is the adequacy of FDA's proposed fi nal

regul ati ons on the m ssed cancer issue.
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Third is ACR statistical definitions, and fourth
is accreditation body commercial conflicts of interest.

You shoul d have five docunents from AMSA. (One,
the April 1996 handout to the Decenber letter to the
Advi sory Committee. Three, supporting materials to the
Decenber letter. Four, our January 13 handout. The people
up front shoul d have a separate piece of paper which
distributed this norning, which is a suppl enental handout,
Qual ity Manmmography Conpari son, Feature by Feature.

For people in the audi ence who picked up the
materials, the January 13 materials, | brought sone this
nor ni ng, but obviously not enough. | will bring nore
tonorrow. |If you are interested, look for it then.

Before we go on -- no, this slide is fine. The
only thing I would like to say on the lay | anguage results
notification requirenment or the direct, docunented
notification by the facility requirenent is | think it is
sensible to allow facilities flexibility to tell people in
person their mammography results.

| f FDA wishes to -- in our Decenber letter, we

have set forth sonme suggesti ons on how to counter the
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objection raised to the witten requirenent. Since you are
going to enphasize witten notification would normally,
well, | assume if you follow the Advisory Commttee advice,
you are going to enphasize that nornmally a witten
notification would be appropriate. | urge you to consider
t hose comments.

Also, | would like to announce that AMSA endorses
the Anerican Cancer Society proposal to expand the things
that facilities should tell patients about their nmamograns.

So, on to the next. Could we get the next
over head, please, the m ssed cancer issue.

[ Over head. ]

MR. GRAVES: MXA provides in part, "The Secretary
shal | establish standards that require the mai ntenance of a
qual ity assurance program at each facility that is adequate
and appropriate to ensure the accuracy of interpretation of
manmogr ans. "

| may have read this to you five tinmes now, but we
believe that FDA' s proposed final regulations fail to conply
with this aspect of the | aw passed by Congress. W know

what Congress nmeant by "accuracy of interpretation of
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mamogr ans” because Congress said MXBSA woul d hel p sol ve the
probl em encountered by Mary Stupp. Her manmograns were read
as normal, but they were misinterpreted, the cancer was
mssed with tragic results.

Secretary Shal ala, FDA' s big boss, clearly
under st ood what Congress intended in her opening renmarks
before this commttee three years ago. She told the story
of Ni na Hyde, a distinguished Washi ngton Post fashion witer
whose mammogram was misinterpreted with tragic results.

She went on to say, "This is why the Mamography
Quality Standards Act is so inportant.”

Could we go to the next slide, please.

[ Over head. ]

MR. GRAVES:. This is FDA' s proposed nedi cal
outcone audit regulation. The enphasis is entirely on
positive manmograns, but Mary Stupp's and Nina Hyde's
m si nter preted mammograns were negative. FDA is focusing on
only cancers that mammography finds, but Congress was nost
concerned about cancers that mammography m sses. There is a
big difference, and | would also Iike to add at this point

t hat Brock Adans dedicated MBA to the nmenory of Mary Stupp.
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She passed away before Congress adopted the Act.

At best, the FDA regul ation would only address the
m si nter preted mammogram or m ssed cancer issue in an
i ndirect way, but not for all radiologists and only after a
| ong delay. At worst, the FDA regul ati on woul d encour age
radi ol ogi sts to focus on positive predicted value only, and
thus fail to detect cancers at an early curable stage, the
opposite result fromwhat Congress intended.

| explained these points in ny Decenber letter. |
don't have time to go into themin detail now

Could we go to the next overhead, please.

[ Over head. ]

MR. GRAVES: AMSA believes that its proposal from
our April '96 handout would fulfill the |egal requirenents
of MXBA and woul d address the heart of the problemthat
Congress sought to achieve through the Act. During the
April advisory conmttee discussion, radiologists described
reviewi ng prior manmograns in cancer cases as our greatest
| earning tool and as the best way to |l earn how to detect
cancers at any early curabl e stage.

That is what we are asking for. AMSA believes no
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valid reason has been offered yet as to why FDA should
decline to require that radiologists utilize this |earning
tool. However, FDA points out that the only advisory
comm ttee nenbers who have spoken on this issue are opposed.
|s there any valid public policy reason why FDA shoul d
decline to require that radiologists utilize our greatest
| earning tool and the best way to learn how to detect cancer
at an early curable stage? Wuld each of you pl ease address
this issue and | et FDA know where you stand.

Could we go on to the next slide, please.

[ Over head. ]

MR. GRAVES:. Statistical definitions for
mammogr aphy. Consi der the useful ness of determ ning the
probability of detecting cancer when a cancer exists. This
woul d al l ow one to conpare a new cancer detection technol ogy
wi t h mammogr aphy. Researchers and investors could decide to
proceed wth new technol ogy on this basis.

Could we go to the next slide, please.

[ Over head. ]

MR, GRAVES:. | would like to tell you about a

study Dr. Ken Heil brunn and | did back at the end of 1995.
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Qur objective was to determ ne for mammography the
probability of detecting cancer when a cancer exists. To do
this, Dr. Heilbrunn reviewed prior manmmograns for a random
sanpl e of 128 breast cancer cases to determ ne whether the
cancers were visible in retrospect. Qbviously, if they are
visible in retrospect, they nust have existed at that tine.

Qur results by totaling the nunbers and divi di ng,
we estimated that the probability of detecting cancer when a
cancer exists for mamography is 58 percent. The fal se
negative definition that allows you to validly determ ne the
probability of detecting cancer when a cancer exists is a
sinmple one. The test was negative, but patient had cancer.

| f sonmeone limts the fal se negative definition
with atinme limt, conputes a percentage, and calls it
sensitivity, that percentage does not nean the probability
of detecting cancer when a cancer exists, because with any
time limt based on when the cancer is discovered, you are
under counting cancers when a cancer exists.

| f you have got a tinme [imt that says you only
di scover the cancer in one year, otherw se, you | eave it

out, you are |leaving out cancers when a cancer exists.
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In our April handout, AMSA explains why it
believes that the sensitivity figures published in the
radiology literature are neani ngless. W also know that the
sensitivity figures published in the radiology literature
are higher than the probability of detecting cancer when a
cancer exists. AMSA believes that the sensitivity figures
published in the radiology literature are thus m sl eadi ng.

ACR has, in effect, acted to extend the effort to
m sl ead the public about the effectiveness of mammography.
ACR s BI-RAD s statistical definitions omt nore m ssed
cancers fromthe when a cancer exists count than any other
approach as far as AMBA is aware.

Let's think about a hypothetical. Suppose
researchers di scover a new cancer detection technol ogy that
is actually superior to mammography, but not as good as the
sensitivity figures radiol ogists have been publi shing.

The researchers and financial backers coul d decide
to abandon their efforts incorrectly believing that the new
technology is inferior to mammography. | think it is fair
to say radiologists have a public relations problem here.

Peopl e maki ng noney from mamography are thus
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mai ntaining an artificial barrier to the devel opnent and
acceptance of new cancer detection technol ogies, and ACR has
acted to raise that artificial barrier higher.

These coul d be consi dered w ongs agai nst wonen's
health. | think it is fair to say no one of us can know
whet her the devel opnment of a new prom sing cancer technol ogy
has al ready been di scovered and has al ready been abandoned
because of the neaningless sensitivity figures radiol ogists
have been publi shi ng.

Now, true, we are here because of the Mamography
Quality Standards Act with the enphasis on Mammogr aphy, but
AVBA believes are owe a higher duty to wonen's health. W
owe it to Anerican wonen that if any new technol ogy should
be di scovered, that they should be considered fairly on
their nerits.

Now FDA knows that the ACR s statistical
definitions are an artificial barrier to the devel opnent and
acceptance of new cancer detection technol ogies. AMSA hopes
that FDA wi Il not acqui esce any | onger.

Can we go to the next slide, please.

[ Over head. ]
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MR, GRAVES. Accreditation body conflicts of
interest. ACR has dropped its commercial product, but the
i ssue remai ns whet her FDA should cl ose the door or keep it
open for future commercial ventures by accreditation bodies.
Ri ght now FDA' s door is open

In considering this issue, we think it is fair to
assess the success of the ACR software venture. Wth the
benefit of hindsight, AMSA believes that ACR s comrercia
software venture was detrinmental to quality mammography, to
free enterprise, and to ACR s track record as a professional
or gani zati on.

On that basis, we believe FDA should prohibit
comercial ventures by accreditation bodies. First, ACR s
commercial venture was detrinmental to quality mammography.
AMBA believes that ACR put off requirenments for nedical
out conmes audits and foll owup on the disposition of problem
cases to save the market for its commercial product.

Thi s caused nedi cal outcones audits requirenents
to be del ayed for about eight years and the requirenent for
foll owup on the disposition of problemcases to be del ayed

over three years. On this point, there is an inaccuracy in
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nmy Decenber letter. Wien | wote that, | had forgotten that
FDA had included in its interimregul ations a requirenent
for followup on the disposition of problemcases. So, the
correct point there is that the delay there was for just
over three years.

Could we go to the next slide, please.

[ Over head. ]

MR, GRAVES. Now, you should have a handout t hat
| ooks like this overhead. That is the one | distributed and
that is the one that sone of the people in the audi ence may
not have. As | said, based on the discussion this norning,
the box on the lower left m ght be better |abeled "direct,
docunent ed communi cation of results to the patient by the
facility,” but that is alittle |long, but anyway we support
t hat .

We believe the ACR product cannot be justified on
qual i ty mamogr aphy grounds. Prior to ACR enbarking on its
commerci al venture, products were comercially avail abl e
that would fulfill FDA' s upcom ng requirenents for overal
assessnents, nedical outconmes audit, follow up on

di sposition of problem cases, and direct docunented
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conmuni cat i on.

Furt hernore, before ACR | aunched its product, ACR
knew t hat comrerci al software was avail abl e i ncorporating
these features. Based on FDA s judgnent, as enbodied in its
regul ati ons, proposed regul ations, we therefore believe that
t he reasons ACR enbarked on its commercial venture were not
for quality manmography.

Interestingly, FDA s nedical outcones audit
standard is highly simlar to a 1990 ACR Council resol ution,
per formance standards for screeni ng mamography.

Could we go to the next slide, please.

[ Over head. ]

MR. CRAVES: This conparison is included in the
January handout. The ACR Council is a representative body
conpri sed of hundreds of nenbers that establishes policy for
the organi zation. It is |ike the Congress of the ACR

On this basis, we believe ACR could have adopted
standards in 1990 simlar to FDA's Medi cal CQutconmes Audit
Standard. |Instead of adopting accreditation standards in
conpliance with the Council resolution, ACR enbarked on a

comrerci al software venture.
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Now, consider this. Congress passed MQSA and FDA
is working on regulations. The ACR Council adopted this
resol ution, and ACR coul d have adopted Medi cal Audit
Standards. Well, think of it this way. Wat if Congress
passed MXBA and FDA did not cone out with regul ations, but
i nstead announced it was comng out with a product, well,
there is a valid anal ogy here to what ACR actual |y did.

O course, it is ridiculous to think of FDA com ng
out with a product, but ACR cane out wth a product.

Could we go to the next slide, please.

[ Over head. ]

MR GRAVES. | would like to read sonething that a
radi ol ogi st on the advisory conmmttee, who was al so a nenber
of both the ACR Manmography Commttee and the ACR BI - RADS
Committee, said about the FDA proposed regul ation.

"I would Iike to say that | think the FDA Medica
Qut cone Audit requirenent does nmake an inportant step
forward because before this there was no requirenent for
medi cal audit. Another thing it is doing is you are
required to keep track of the wonen who are positive. This

is amjor step forward in nonitoring and foll ow up, so
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wonen won't fall through the cracks when they have a
positive exam"

I f the FDA Medi cal Qutcones Audit and probl em case
foll ow up requirenents were inportant najor steps forward
when they go into effect in 1998, then, they would al so have

been i nportant nmajor steps forward in 1990.

Ckay. There was a light flashing here, | am
sorry.

DR. PATTERSON: Yes. Your time is just about up.
| will give you two m nutes nore.

MR. GRAVES: GCkay. Two m nutes.

DR. PATTERSON. Your time is up. | wll give you
two mnutes. That's it.

MR, GRAVES. Two m nutes. Ckay.

FDA's regulation will help save lives by
preventing positive cases fromfalling through the cracks.

ACR declined to make this an accreditation
requirement in 1990. AMSA believes that as a result of the
commercial conflict of interest, ACR inadvertently put
saving the market for its product ahead of saving wonen's

lives, and we wonder, instead of adopting audit standards in
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1991, as ACR had al ready done in the quality control areas,
what did ACR hope to acconplish better by devel opi ng and
sel l i ng manmmogr aphy audit software?

We have always found it hard to explain the ACR
commercial venture. Perhaps the ACR Mamography Conm ttee
menbers in attendance would like to shed sone light on this
i ssue.

Second, the ACR venture was detrinmental to free
enterprise. This is covered in the Decenber letter.

Third, the ACR venture was detrinental to the
track record of ACR as a professional organization. The
i ndependent software devel opers had been pronoting quality
manmogr aphy since before ACR enbarked on its comerci al
venture, and we are still at it, chanpioning the sane issue
before you now. ACR has chosen to be our adversary. W
believe this is because ACR was pronoting conmerci al
interests to the detrinent of wonen's health. The
commercial software ventures were the only ones who stood up
to ACR over this obvious conflict of interest. To counter
criticisnms by commercial ventures, ACR nade fal se statenents

to Congress, the press, FDA, and the Advisory Commttee.
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Comrercial conflicts of interest can cause good
peopl e to do bad things, and we believe the ACR commerci al
venture is a case exactly on point. AMSA believes that a
responsi bl e professional organization would not subject its
people to commercial conflicts of interest.

ACR did not do this. Thus, we believe it would be
folly for FDA to keep the door open for accreditation bodies
to engage in a broad range of conmmercial activities.

Could we go to the next overhead, please, and | am
al nost done.

[ Over head. ]

MR. GRAVES:. These issues we have raised were
covered on the back of the April handout. W still think
they apply. You should have them before you, but we think
t hese are the issues you should be focusing on.

Could we go to the next overhead, please.

MR. GRAVES. On the back of the January 13
handout, we have prepared these discussion questions 1997.
We hope these facilitate your consideration of these three
i ssues. W urge each and every one of you to speak out on

t hese issues for the sake of quality mammography and wonen's
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health. If you do not speak, FDA may believe that the
status quo neets with your approval.

And that's all. Thank you.

DR. PATTERSON. Thank you, M. G aves.

Are there any questions fromthe commttee?

Yes, Carl.

DR. DORSI: | just want to understand your
definition because it was a little unclear to ne | ooking at
it for fal se negative.

If a woman has a mammobgram that is read as nornmal,
and 10 years later is found to have a cancer and no
mamogramin the interval, that mamogram 10 years ago is a
fal se negative by your definition, is that true?

MR. CRAVES: Well, no, that is not true. | nmean
not necessarily.

DR. DORSI: But that is atinelimt.

MR. GRAVES. Well, no. | nean if you | ooked at
t hat mamrmogram and it was 10 years old, and if you honestly
couldn't see anything there that | ooked |Iike the cancer,

t hen, according to the definition we use, that would be a

true positive then. But even if it is 10 years old, if you
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can see, in retrospect, look, there it is, you know, now we
can see it --

DR. DORSI: So, in other words, any filmin which
in retrospect you can't see anything, it is not a false
negative if the wonen has cancer?

MR. GRAVES: Well, that is the definition we
applied, right. W |ooked at the manmograns in retrospect
to see if we could see the cancer in retrospect. Wat we
didn't try to do is say should the radiol ogi st have ordered
i mredi at e wor kup back t hen.

Now, there is a study in the radiology literature
which | quoted in the letter, which our study was consi stent
wi th and an extension of, and what we did is put nunbers
together. \What that other study did is just cone to the
concl usi on that | ooking at manmograns retrospectively, you
can see things that you would not call suspicious
prospectively, and that does not indicate negligence.

DR DORSI: But that doesn't fit wth your table
here. You say a false negative is a test that is negative,
but the exam nee does have cancer.

MR. GRAVES: Right.
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DR DORSI: So, if you read a mammogramthat is
negative, and five years later she is discovered to have
cancer, by your definition, that is a fal se negati ve.

MR, GRAVES. Well, did you know she had cancer
five years ago?

DR DORSI: If I knew, I would have treated it.

MR, GRAVES. Well, no, that is not what the study
| cited in ny letter concluded. The study | cited in ny
letter said that to | ook at manmograns where you know t he
patient had cancer, to | ook at those retrospectively, you
wll see things that you woul d not call suspicious
prospectively, but in retrospect, you can see that they were
cancer.

DR. D ORSI: Wo nmakes that decision?

MR. GRAVES:. Well, the radiologist |ooking
retrospectively.

DR. D ORSI: Any radiologist.

MR. CRAVES: Well, there again, | amciting a
study in AJR

DR. DORSI: | don't want to get into this because

it doesn't fit your definition that you have stated right
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her e.

MR. GRAVES: Well, no, it does fit. | think
everything is consistent. | nean the definition of false
negative is a situation where the test was negative, but you
know that the patient had cancer.

| nmean extreme exanples are Mary Stupp and Ni na
Hyde. Now, those were misinterpreted, but it is our belief
that of all false negative msinterpreted manmograns are in
the mnority.

DR. D ORSI: Just one last point. | do not want
to belabor this. If it is read as negative, and in
retrospect it is negative and the woman devel ops cancer, you
do not count that as a fal se negative.

MR. GRAVES:. That is correct.

DR. D ORSl: Ckay.

DR. PATTERSON: Yes, Cass.

M5. KAUFMAN. | just wanted to correct sonething
for the record, because you said that at previous neetings
no advi sory commttee nenber had supported the concept of
| ooking for m ssed cancers, and that is incorrect, because |

have in the past stated my concern about this issue.
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Al though | amwel|l aware of the problens inherent in it, |
have indi cated some concern about the fact that this is an
area that we have not addressed.

MR, GRAVES. Well, Ms. Kaufman, | amfully aware
that you have been aware of this issue, and | apologize if |
m sinterpreted your remarks, but the remarks that | reread
in the FDA transcript, | did not interpret as directly
endor si ng our proposal .

M5. KAUFMAN.  And | would say that that is
correct, that I don't directly endorse your proposal.

MR, GRAVES: kay.

M5. KAUFMAN: | just endorse the concept of taking
a look at this issue and comng up wth sonme kind of a plan
to address the issue.

MR. GRAVES: | would like to make a plug again for
the AMSA proposal. | think it is a sensible proposal.
think it is sensitive to the | egal concerns of radiol ogists,
and as | say, it is has been described as our greatest
| earni ng tool

DR PATTERSON. Yes, Dan.

DR. KOPANS: | amsorry, | apologize if the
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commttee already knows this, but who is AMSA?

MR. GRAVES. The Anerican Mammogr aphy Software
Associ ati on.

DR. KOPANS: No, but | nean how nany nenbers do
you have, do you have a list of the nenbership?

MR. GRAVES: | can get you a list. It was 13.

Not all of themare still active now.

DR. KOPANS: Thirteen?

MR GRAVES: Yes.

DR. PATTERSON. Any ot her questions?

Yes, Bob.

DR SMTH. One of the things that you have
addressed today, it speaks to the difficulty of this issue.
| really do disagree with at | east the tone of your paper
that there is an al nost nethodol ogi c conspiracy that
protects the performance neasures of radiol ogists.

| nmean what we have in terns of estimating
sensitivity is a convention. W have tal ked about this
before. \What happens in that convention al nost certainly as
well is that sone cases get counted as fal se negatives that,

in fact, even within that year, you know, do not have any
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| esi on visible.

So, what hasn't really occurred although it is
going to start occurring because nore and nore people are
actually scrutinizing filns retrospectively instead of just
sinply relying on the time interval, and concluding actually
under the best of circunstances with an independent review
of two or three radiologists with mxed filns, so that there
is no way of actually seeing sonething, as you pointed out,
that it is very easy to see sonething, over-interpret,
under-interpret.

| nmean this is one of the problens with
retrospective review if you are trying to estinmate a fal se
negative rate, and see that this convention actually in sone
cases works against radiologists, just as if you happened to
fall outside of that one-year interval, say, a |esion that
woul d be obviously visible, but it was a mammogram t aken 15
nmont hs or 14 nonths before, doesn't count against the
radiologist in terns of their rate.

| don't think anybody on the committee disagrees
with you that retrospective filmreviewis a very inportant

thing to do, but the problemis, is when you are doing that
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to calculate a fal se negative rate, you encounter a whol e
list of new problens that are no different than the ones

t hat you encounter by exclusion or inclusion when you sinply
go on the one-year convention.

MR GRAVES: Well, Dr. Smth, | would like to
di scuss this wth you just briefly. | would |like to point
out that fromny perspective, you are looking at this a
little differently. You are |ooking at this fromthe
per spective of should the radiol ogi st have ordered
addi ti onal workup on that prior mammogram

That is a separate issue from whether the patient
had cancer, and as | say, the study I cited in nmy Decenber
letter is about that except they didn't put nunbers
together. It is one thing to know in retrospect, to know
that the patient had cancer and then | ook at the mammogram
and then see whether you can see it.

It is another thing for the limts of mamography
to be able to I et you know when you read that mammogramt he
first tinme whether that was a suspicious |lesion. You are
mer gi ng those together, and they are really separate, |

believe. | would |like to discuss this with you further.
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DR. PATTERSON: | wll take one nore question and
then we are going to have to close on this.

MR. GRAVES: Could I nmake one nore conment to Dr.
Smth, please?

DR. PATTERSON: No. W are going to take Dan's
coment and question, and then we are going to close out.

DR. KOPANS: | amjust a little concerned al so
t hat you suggested that the FDA regul ations would stifle the
devel opnent of better ways of finding early breast cancer.
| don't read that in any of the regulations, and | didn't
under stand your argunent.

You are sonehow basing it on the sensitivity
argunent. |Is there any way you can clarify that, how that
is going to stifle devel opnment of better techniques?

MR. GRAVES: Well, in the April handout, which you
may or may not have, | included in that handout the argunent
that FDA was acquiescing in the sensitivity definitions, and
if FDAis, in fact, acquiescing in sensitivity definitions,
that do present an artificial barrier to the devel opnent and
acceptance of new cancer detection technol ogies, then, we

bel i eve FDA shoul d not acqui esce.
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That is what | was saying, not that the
regul ati ons thensel ves, but the fact that FDA has given ACR
its official seal of approval and is holding ACR out as its
nati onal accreditation body, and ACR has been pronoting
statistical definitions, which I believe it is fair to say
are raising the artificial barrier to the devel opnent and
acceptance of new cancer detection technol ogies.

DR. KOPANS: | would lIove to see a witten
argunent as to how the last part of what you said actually
could take place. In terns of the sensitivity, you know,
epi dem ol ogi sts determ ne sensitivity issues, radiologists
generally don't even get involved in that, and the ACR has
probabl y adapted what epi dem ol ogi sts suggest.

It seens like it is pretty tenuous connections
that you are making, but | would |love to see your argunent,
because I am concerned if something is going to reduce our
ability to find better ways of finding cancer, but | don't
see it in your argunent.

MR GRAVES. | wll bring to you our Decenber
letter just as soon as we are done, and the |ast point |

would Iike to make is -- | amsorry, | lost it -- | don't
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know what the last point | wanted to nmake was.

DR. PATTERSON. Ckay. |If there is no additional
guestions, then, we wll close up. Thank you again.

| have one other person who was schedul ed to talk,
El eanor Sherman. | do not see her here. |Is there sonebody
here who is speaking for her?

[ No response. ]

DR. PATTERSON: If not, then, we will close the
publ i c hearing session.

DR. PATTERSON. We are going to nove now to the
Qual ity Assurance aspect under Equi pnrent with Penny and
Joel. Then, we will nove on to the Medical Physicist
requirenment.

W will have to hold the Equi pnent aspect under
Quality Standards until tonmorrow. |If there are any
guestions or comments that the manufacturers wish us to
address, please see that one of the other representatives --
| understand there is a nunber of you will be here, of if
you bring your questions to us, we will see that they are
addressed. | amsorry |I can't do anything el se about that

at this tine.
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Qual ity Assurance- Equi pnent

M5. BUTLER  Before we get started, | just wanted
to make sone general comments and get back to Charlie and
one of the GAO questi ons.

First of all, I would |ike to nmake one comment
that reviewing the tons and tons of material that we
received just before Christmas, not that it was revi ewed
then, that the ERG summary was really quite excellent, and I
think they did a real nice job putting it together.

However, | would like to say that | still found it necessary
and really essential to read the entire letters and many of

the letters really to understand the witer's tone and their
opi nions and recomendations, and | think doing that was

val uable. So, ny comments are going to try to reflect both

of these.

First, and this is a personal opinion, as a nenber
of the commttee | strongly urge that the final rules be
streanmlined in this section, and all procedural details be
left to the ACR manual s under gui dance docunentation, and |
really do think we should discuss this.

My reasons are as follows. Mny of the comenters
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remar ked on the extraordinary tinme and consequently cost it
takes for facility personnel just to read and then maybe
understand the rules in its entirety.

In addition to that, several comenters said that
the ACR systemis working well, why are we changing it. The
effective QC procedures is not fixed in time. W have seen
this. There have been three versions of the ACRQC nmanual
publ i shed over about the past five years, each with
i nprovenents in testing procedures. Sone of these changes
provide nore clinically relevant perfornmance indication.
Sone of these procedure changes provide nore efficient
met hods of acconplishing the sane results.

The QC manual s and gui dance docunents can be nore
readily changed al though it is still not easy, but it is
certainly easier to change this type of docunmentation than
it is to change sonething that is codified in rules.

The next thing | wanted to tal k about was the
i ssue regarding the |arge i mage receptors, and the question
fromthe GAO as to whether QC testing should be included
whi ch specifies the testing of the |large i mage receptor.

The proposed final rules as they are currently
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witten are not witten in such a detailed manner to specify
whi ch sel ection of focal spot filtration or conpression
paddl es shoul d be tested. Likew se, the inage receptor size
has not been specified. These CILs are described in the ACR
manual and shoul d be included in guidance. This is ny
feeling.

The ' 94 ACR manual specifies that both the | arge
and smal |l inmge receptor be tested for the follow ng tests.
For the technol ogists' tests, screen cleanliness, repeat
anal ysi s, equi pnent check list, and screen filmcontact.

For the physicists' tests, they are included in the
mechani cal equi pnent checks, the automatic exposure control
test, the X-ray field/light field/imge receptor/
conpression paddl e alignnment test, the screen field
uniformty, and the artifact test. Additional testing
shoul d be left to the judgnent of the QC tech or the
physi ci st.

The point | am nmaking here is the | arge image
receptor has not been ignored, and it has been addressed in
the ACR manuals. Again, | feel that there is no reason to

include themin the rules as they are witten.
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| s there any di scussion on these two topics before

| turn it over to -- Cass?
M5. KAUFMAN:. | have a couple of comments. One --
and | am speaking froma regulator standpoint -- is that the

ACR manual s are gui dance, they were never witten to be
regul atory, and therefore they are often not clear in terns
of what m ght be required versus what m ght be recommended.

So that is one problemwith it. The second
problemis that anytinme you wite regul ations, you have to
reference a specific manual. So, for exanple, that is why
we had to add in the Federal Register the 1992 version -- |
forget which year -- the 1992 version, because we had
previ ously nmentioned the 1990 or 1991 version.

So, you can't just nmke a general statenent that
you are going to follow the nost current one. You have to
specifically nmention a date that people have to abide by,
and the real problem though, is that the very facilities,
if you don't make sonething mandatory, if you don't make it
required -- and this is particularly applicable to your
comment about the large-size grid -- is that if you don't

make it mandatory, the very facilities that are nost
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probl ematic, that these regulations are really witten for,
are the ones who won't do it.

| offer as an exanple the one facility in the
nati on where sanctions have been applied was a facility
where we were having problens with the | arge-size cassette,
because they did not have a grid for it, so the i mge
quality was terrible with the | arge-size cassette, and that
had never been tested by their board-certified physicist,
and it wasn't required in any regul ati on or anything that
they do that. What they ultimtely ended up doi ng was
shooting a large breast on two small filns rather than
getting a grid for the |large-size cassette.

So, that is the problem | think we always have
to renenber that these regulations are not witten for the
good facilities who are doing everything right. They don't
need these regulations. It is witten for those smaller
facilities or poorer facilities, whatever, poor quality
facilities, | don't nmean nonetarily, who are not going to do
it unless it is mandated.

M5. BUTLER: Any ot her comments?

DR. KOPANS: Just a general concern, and | think
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am secondi ng what you are saying, and that is that if you
require things in mnute detail, then, | think it is going
to be a problemin ternms of noving the technol ogy and the
science forward in the future.

For exanple, we are all convinced that we should
be doi ng hi gh-contrast mamograns and a | ot of our phantons
are set up in that way. |In fact, no one has ever done a
random zed control trial conparing high contrast manmography
to wi de grey scal e mamogr aphy, for exanple, we happen to
think it probably won't work, but, in fact, we don't know
for a fact that it won't work.

So, | would like to see general image quality
i ssues addressed as nuch as possible. | think certain
requirenents, the grid/no grid has been denonstrated
scientifically and that it should be required to have a grid
with a |large detector, and so on.

But as | have | ooked through the regul ati ons
nmysel f, getting down to the mnute detail of the equi pnent
and the processing and all that, | think is a m stake, and |
am al so concerned about future devel opnents being stifled,

al t hough Dr. Houn has assured ne that there is a nechani sm
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for industry, and those of us interested in devel opnent to
move things forward, |I am concerned once you get regul ation,
it is tough to change them

DR. FINDER | just wanted to bring up this point
to have it on the record basically in terns of the GAO s
concern. Do | understand that the consensus of this
commttee is that we should not, in regul ation, be asking
for phantom i nmages on | arge i nmage receptors?

M5. KAUFMAN:  Not in my view.

DR. FINDER  Well, | am asking.

M5. KAUFMAN. | think we specifically need to | ook
at phantominmge on the | arge size.

MS. BUTLER  And | disagree because | think it is
overly burdensonme. | think certainly if there is reason to
believe by either the QC technol ogies or the physicists that
phant om i nages are necessary to test the large grid, that it
shoul d be done, but we are testing fil mscreen contact. W
are doing all these tests on this. | think if there was a
problem there would be an indication that would point us in
that direction, but to nandate it by law, by regul ation,

think is overkill.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

Maybe we shoul d take a vote.

DR. FINDER: W don't take votes, we take
consensus.

DR. PATTERSON. W take consensus.

M5. BUTLER:  Change ny term nol ogy.

DR. PATTERSON. Is it possible to use the | anguage
of the phantom i nages shoul d be done on the systemthat is
used, in other words, leave it sort of w de open? In other
wor ds, whatever conbination of factors is used on that
i mage, sonething of that sort, in contrast to specifically?

M5. KAUFMAN. | think that is certainly better
than leaving it out altogether, but | guess ny only concern
about that is | don't know what kind of inpact, using, for
exanple, new filter, target filter conbinations m ght have
on that particular phantomthat we have today.

Al I knowis that if you should be able to
visualize certain things wwth a smaller size patient, if you
use that sanme phantomw th the |large size, it ought to be
even easier to visualize, and therefore, you need to test it
with the |arger size.

M5. BUTLER Rita.
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M5. HEINLEIN: M/ concern with saying that they
should test the systemthat they are using is that they may
then decide, well, we just won't use this |arge buckey, we
don't need one, so we wll just do everybody on the snal
filmand do two or three inages on the large breast if that
is what we need to do.

| think it does | eave a very huge | oophole for
t hat .

M5. BUTLER | would just |ike to nmake the point
that in review ng these comments, | reviewed a | arge nunber
of comments that expressed a ot of concern that they were
bei ng overburdened wth quality control tests, and | think
addi ng one nore quality control test on there, doing the
| arge cassette in addition to the small cassette, is really
sonet hing that hasn't been shown by any evidence to be
necessary.

MR. SHOMLTER: VWhat if it were in lieu
periodically of the smaller cassette, that is, the proposal
proposed that weekly phantominmage testing be done, what if
every three weeks you did the small cassette, and every

fourth week you did the |arge cassette, is that a reasonable
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conprom se or not?

M5. BUTLER | don't think that is reasonable, and
the reason | don't think that is reasonable is because you
are tal king about, for one reason you are talking about
different enul sion batches between small filmand | arge
film and so you could be throwi ng another variable in
there, and we have seen changes in enul sion going just from
one box of filmto another box of film and we are able to
track that down because we can track the box changes.

| think by throwing a different variable in there,
you are going to be neking sone of these changes, these
things nore difficult.

MR, SHOMLTER Let ne clarify. | wasn't
proposi ng that one conpare the imges devel oped on the smal
i mage receptor wth those devel oped on the |arge, but since
right now the ACR manual calls for a nonthly phantomtest,
you woul d effectively be continuing a nonthly phantomtest
on the large i nmage receptor and conparing one | arge inage
receptor with another, that is, you know, tracking the |arge
one independent of the small one, so you wouldn't have this

conparison of different enulsions, and so on.
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| am not advocating that. | amjust throwing it
out as an idea that m ght get away fromthe conmment that
this is overly burdensone.

M5. BUTLER  Joel

DR. GRAY: | guess | amgetting a little confused
at this point. W do the screen-filmcontact test on both
the large and the snmall cassettes at this tine. That wll
tell us if there is any change or any variation in the imge
quality in those cassettes. Oherwise, nothing else is
going to change on the | arge cassettes.

M5. KAUFMAN: [OFf mke.]

DR, GRAY: If you do the screen-filmcontact test

M5. BUTLER And the artifact test.

DR. GRAY: -- and the artifact test, basically,
you are not going to see any changes over tine other than
screen-fil mcontact anyway. | don't care what the inage
quality or resolution is, if the contact test shows that you
have good contact, then, the resolution has not changed.

M5. KAUFMAN.  But nobody has ever tested the

resol uti on.
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DR. FINDER | want to bring up one realistic case
that we had where the snmall inmage receptor was okay in terns
of phantom image scores, and the | arge i nage receptor was
not .

DR. GRAY: And what was that?

DR. FINDER: | cannot answer that, but | can tel
you that that was the case.

DR, GRAY: | would suspect it was screen-film
contact. That is the only thing that can be different.

DR. FINDER The only thing |I can say is that the
ot her tests supposedly had been done and were okay, but the
end result was not.

DR. GRAY: If you are going to argue that point,
then, then we nust carry out that inmge phantomtest on
every cassette in the facility. That is the purpose of
doing the screen-filmcontact test, to elimnate bad
cassettes. | don't care if it is a different grid or not.

M5. BUTLER In order to address the grid, we do
do the artifact test.

MR. SHOMLTER: It strikes ne that we have no

consensus on exactly -- we have differing opinions, we have
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no consensus that we need to add the | arge i nage receptor,
periodic testing of the large imge receptor. That is what
| am heari ng.

DR. PATTERSON:. Let's get a consensus fromthe
commttee on that.

MS. KAUFMAN. Penny said we have no evidence, and
that is not true. W have plenty of evidence that it is a
probl em that unless you require people to |ook at the |arge
cassette, that many will not look at it at all, period, they
just don't even look at it, and we have several cases where
it has been very problematic.

| don't think you can say the |arge-breasted
wonen, we are not going to nmake sure that it is okay for
you.

DR. PATTERSON. Penny, ask for a consensus of the
commttee on |looking at the large cassette in addition to
the other, either periodically or on a regul ar basis.

DR GRAY: In what manner?

M5. BUTLER Do you nean by doing a phantomtest?
DR. PATTERSON: By doi ng a phant om
DR

GRAY: Because we already do screen-film
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cont act .

DR. PATTERSON. By the phantom strictly on using
t he phant om

M5. BUTLER  Ckay. Those who feel that a phantom
test should be done periodically on the | arge cassette,
rai se their hands, please.

[ Show of hands. ]

M5. BUTLER  Four. Those who feel that phantom
tests should not be required to be done periodically on the
| arge cassette, raise your hand.

[ Show of hands. ]

M5. BUTLER: That is a no consensus.

DR. PATTERSON. Thank you, Penny.

DR. GRAY: (oing over the comments regarding
qual ity assurance, if we could have the first overhead,
pl ease.

[ Over head. ]

DR. CRAY: What | have tried to do on these is
provide the wording in this particular case right of the
regul ati ons and then sonme conparative wording, and | wll

try to point out where this is specifically ny persona
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opinion. In this particular case, | don't knowif you could
call this a personal opinion

There were a | ot of questions raised by people
writing in because the FDA proposed regul ati ons say that
facilities with screen-fil msystens shall performa
processor performance test before any exam nations are
performed that day.

This is not going to work in a |lot of cases, and |
think the wording in the ACR manual basically corrects that.
It says, "before clinical filnms are processed."”

I f you think about it, if you were in a nobile
facility, you would have a real problemin this case because
you woul d have to performthe test at the processing site
before you coul d perform any exam nations, and the
coordination of that would be extrenely difficult.

Li kew se, | don't see any reason to hold up on
exam nations just because the processor nmay not be
functioning properly. Wat would happen here, first thing
in the norning, you mght have a group of patients |ined up,
and you woul d have to have themsitting there until sonebody

took the tinme to correct the processor problem
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So, | think consensus of the comments that we
received, as well as the wording in the ACR standards
basically clarifies the situation, so we should be | ooking
at before clinical filns are processed each day.

Coul d we have the next overhead.

[ Over head. ]

DR. GRAY: Basically, in the first set of coments
that | received, seven out of seven agreed that a change is
needed, and these are sone of the coments. It is not the
performance of the examin this case that is inportant, but
whet her the filns are processed. Three people nade that
coment. And, again, the ACR comrent itself.

| guess we can open it up for discussion on this

one.

Cass.

M5. KAUFMAN: | agree in principle with that
change, but as we nentioned before, I think we do need to

put sonme kind of a tine frame in there, because we just had
an incident where the facility's processor broke, and they
had to wait for a part, and so they held the filns for 10

days while they waited for the part, and subsequently, had
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to repeat every single one of them

So, | think we need to put in sone kind of a
reasonable tine frame during which the filns need to be
processed, because they shouldn't hold them forever.

DR. GRAY: Rita.

M5. HEINLEIN: | agree with the change. | think
it should definitely say before clinical inages are
per f or med.

DR. GRAY: Performed or processed?

MS. HEINLEIN. Processed, | amsorry. Thank you
for correcting me -- before they are processed.

Didn't Art Haus with Kodak do a study to show t he
length of tine before you really have a detrinent to the
film and wasn't it fairly | ong?

DR. CRAY: You have to be careful because that is
fil mdependent, and | can tell you right now at |east three
films out there that | have seen are significantly
different. One particular filmwll show a detrinental
decrease within hours, others can go for days to weeks.

M5. HEINLEIN: So you are saying that the study he

did was only on one type of film
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DR GRAY: Yes.

M5. HEINLEIN: | don't know that, | don't know the
answer to that.

DR GRAY: C(ass.

M5. HEINLEIN: The study that Art did, | forget
t he exact percentages, but there was actually a rather
serious degradation after about four hours on that
particular film and after |ike eight hours it starts
leveling off alittle bit, but there is a pretty significant
| oss of contrast.

| have never seen any filmthat |asted weeks
W t hout processing in the area of mammography, so | think we
do need to think about sone kind of a tinme frane.

MS. HEINLEIN. | do think that if we are going to
suggest a tinme franme in regulation, that we need to have
sone scientific data that we base that upon instead of
pi cki ng a nunber out of the hat.

| remenber when we had the di scussion about nobile
manmmogr aphy and batch processing. | don't recall, though,
if there was -- do you recall, Mke, if there was any type

of an actual tinme imt that we suggested at that point?
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Does anybody renenber that?

M5. KAUFMAN.  We had tal ked about 24 hours only
because we thought that that was a reasonable period of tine
in which to process the filmin case they were off in sone
ot her location, and even though these was sone pretty
serious degradation, the filnms would probably still be
clinically diagnostic, and you could nmake a techni que
adjustnment, i.e., increase the dose to the patient, but it
woul dn't be significant enough where people m ght conplain
about it.

M5. BUTLER  Again, | hate to see us wite a
regul ation for every single situation that we are going to
encounter out there. | think this is going to be atypical
and very abnormal, and to create a rule to address very rare
incidents, | think is unreasonable.

M5. KAUFMAN. | don't want to bel abor the point,
but I don't think it is all that rare, nunber one, and
nunber two, | think again we need to focus on the wonman who
has that film and if | were one of those wonen who had to
have ny mammogram repeated sinply because that facility's

processor was broken and they didn't want to go to anot her
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facility to process their films, you know, | would be an
unhappy canper.

Again, we wite regulations for the worst
facilities. A good place never woul d have done that.

DR. GRAY: Esther.

M5. SCI AMVARELLA: | feel some concern and | think
for new providers, what is going on with the filnms and how
|l ong they take, the courier take the filmand deliver, | am
concerned for that people that naybe take it not too
serious. | think here there are a group of very well intent
and professional institutions who | agree they know what to
do, but there are many providers in conmunities that | am
not sure about that.

DR. GRAY: Any other comments on this?

DR. BASSETT: | mght have said otherw se before,
but in our practice we would endorse what you are just
recomendi ng, and that is that the filnms can be perforned,
but shoul d not be processed.

Now, we actually in our nobile have a processor
onboard, so we process as the filns are done, but there are

occasi ons when that processor is not functioning properly or
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various things can happen to it, and in those cases we do
process them at del ayed tine back at our base facility, so |
woul d say that ny recommendati on woul d be what you have

al ready enunciated, and I amonly thinking that | said it
the other way by m stake in the record sonetine, but that

t he exam nations should not be processed until the processor
quality control tests are done and verified it's within
limts.

In terns of the tine period, our experience in a
national survey we did was that it was very nuch the
exception to the rule in the mnority that if it was greater
than 48 hours in terns of how |l ong a delay was done for
mobile facilities, sending filns in, and so on, if it is of
any val ue.

| think | shared that with the group at an earlier
date, a very long tinme ago, but that was our experience. It
was very unusual to be over 48 hours.

DR. CRAY: Anyone el se? Ckay. The next overhead.

[ Over head. ]

DR. GRAY: The next refers to the selection of the

m d-densities for phantomimging. The m d-densities shal
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be within plus or mnus -- | amsorry, for sensitonetry --
shall be within plus or mnus 0.15 at the established |evel,
of no less than 1.2 optical density. That is how it appears
in the proposed regul ati ons.

The ACR manual specifies that a step has an
average density closest to 1.2, which would of course all ow
it to be less than 1. 20.

Next .

[ Over head. ]

DR. GRAY: This is a personal perspective, but |
wanted to point out where that figure of 1.2 canme from It
really wasn't pulled out of thin air. The Anerican Nati onal
Standards Institute specifies 1.0 above base-plus-fog |evel
as a point for nonitoring the speed of the film
Base-plus-fog is usually about 2, therefore, the md-density
turns out to be 1.20.

Normal |y, people think that with | ower densities,
you get a lot less contrast and a |l ess sensitive test. |If
we | ooked at the results between 1.0, 1.10, and 1.19, which
are all less than 1.20, the difference in the test results

woul d basically be insignificant. So, | don't think it
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really makes all that nuch difference in the |ong run.

Next overhead.

[ Over head. ]

DR. GRAY: Several comments suggested del eting of
no less than 1.2 fromthe regul ations or changing the
control limts to plus or mnus 12 percent, but this would
al l ow an unacceptably broad imt of plus or mnus 0.2 if
the density is 2.0.

Sonme comments al so suggested adopti ng the ACR
manual gui delines of accepting whatever step is closest to
the density of 1.20.

Next .

[ Over head. ]

DR. GRAY: In the public coments, nine people
i ndi cated that they want the closest to 1.20, and one
i ndi cated that they wanted it greater than 1.20, and these
are sone of the comments just sunmarized here basically.

Next slide.

[ Over head. ]

DR. GRAY: The FDA summary suggested i ncl uding

plus or mnus 12 percent as a limt, and again | think this
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is very broad. Density is a logarithmc value, so a
percentage of a logarithmc value really don't have any
meani ng, and when you are | ooking at logarithmc densities
around 2, your control limts gets pretty broad in that
case.

Any ot her comments regarding the 1.2 as a
m d-density point for sensitonmetry?

MS. BUTLER | recomrend that we stay consi stent
with what is already witten in the DACR nmanual s.

DR. GRAY: Rita.

MS. HEINLEIN: | agree.

DR GRAY: Dan.

DR. KOPANS: On your first slide, was there a
confusion between -- were they confusing the sensitonetry
wi th the ACR phant on?

DR. GRAY: No, | don't believe so. | think it was
fairly clear fromthe coments that they were tal king about
t he sensitonetry.

Okay. |If there are no other comments, could we
have t he next overhead.

[ Over head. ]
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DR GRAY: Wekly phantomtest. There were a | ot
of comments about this. Wekly phantomimages is
appropriate, et cetera. Basically, 19 people spoke in favor
of a nonthly test, and 20 spoke in favor of a weekly test.
So, | guess that puts it back in your lap, Charlie.

There doesn't seemto be any real consensus here.
| think the problemis the ACR manual specifies a nonthly
test, and | think what happened is that nost of the
facilities ended up doing weekly tests, nore as a
conveni ence, nore as a fact that you sort of get in the
swing of doing it. Maybe you do it every Friday or every
Monday, or whatever, and that is probably where the weekly
test canme from but | don't think there is any strong
argunent one way or the other for this other than it does
take a little nore tine.

Are there any other conmments regardi ng the weekly
phantom t est ?

Cass.

M5. KAUFMAN: My only comment is that the reality
is that the phantomimge test really isn't all that

sensitive to variations that may be significant in clinical
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i mges. We have never quite finished that study that
determ ned that, but it would seemto ne that if we are

| ooking at areas to reduce cost, that this m ght be one test
that m ght not give you a whole |ot of information.

DR. GRAY: | would have to agree with the comment.
One of the problenms with the phantom for those of you who
may not be famliar with it, is it really only | ooks at one
density level out of a range of, well, if it was densities
fromzero to 3.5 or greater, you are | ooking at one |evel,
so it is not really a good systens test in that case.

Any ot her comments or questions?

Ckay. The next over head.

[ Over head. ]

DR. GRAY: The systemtest. This is using the
phantom for presunmably elimnating the possibility of doing
sone of the other tests. Basically, there were 21 coments
against this and only 3 for it. W can go through and take
a |l ook at some of them

It is inpractical. Using the phantomw || not
i ndi cate what part of the systemis not operating properly.

Since processing is an area that is nost difficult to
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maintain within operating limts, it seens inperative to
conti nue doing processor QC, which is a daily test. That
comment was by one of our state regul ators.

Next over head.

[ Over head. ]

DR. GRAY: This is fromthe Anerican Coll ege of
Radi ol ogy. They say that it is premature to discuss
al ternative performance and out cone neasures of mamrography
and quality control. There is not sufficient experience
with these types of neasures to know their validity or
reproducibility. The current phantom could not be used as a
singl e system performance evaluation criteria. That is from
t he organi zation that was primarily involved in devel opi ng
t he phant om

Next over head.

[ Over head. ]

DR. GRAY: Phantomimging testing as a proposed
conpl ete systemtest cannot indicate the subtle trends
denonstrated by daily processor quality control. For the
past several years, we have done at our facilities,

performed a daily phantomtest in addition to the other
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daily QC tests. W found that phantominage quality is very
subjective. The majority of poor image quality is due to
processor probl ens.

Phantom i mage testing is not sensitive enough to
i ndi cate many subtl e processor-based probl ens which can be
remedi ed before the nmagnitude increases to the point that
image quality is conprom sed.

Just as a personal comrent in support of that
i dea, what we would like quality control to do is correct
the probl ens before they becone visible on the viewbox to
the radiologist. So, if our test tool isn't sensitive
enough to do that, we should be | ooking el sewhere.

Next over head.

[ Over head. ]

DR. GRAY: Another one. A single systemtest is
not a good indicator. Testing individual conponents has
| ong been known to be a better neasure of quality assurance.
Furthernore, a total systemtest would not save a
significant anmount of time. Therefore, we opposed
devel opnent and use of a total systemtest. Sonebody from

East man Kodak.
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Next overhead.

[ Over head. ]

DR. GRAY: Daily phantons and processor filnms are
a waste of tinme, film and noney. | thought | would give
you an opposing view here to a certain extent. Daily film
strips, yes; binonthly phantons woul d be acceptable. Using
your figures this would cost 2 mllion a year. The film
conpanies would love it. | thought the government wanted to
reduce the cost of medicine. No, | didn't wite that one.

Is the FDA going to review all 240 phantom fil ns
at inspection tine?

Next overhead.

[ Over head. ]

DR. GRAY: If the image is to be done weekly, it
may be necessary to redesign the phantom The idea of a top
wedge in the phantom would elimnate the need for additional
filmto be used in daily processor quality control

Personal perspective. You can't do processor QC
with an X-ray-exposed fil mbecause of the variability from
the X-ray generator.

So, we have sone conflicting ideas here, but |
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think these are all issues that we have dealt wth and
t hought about before.

Any other comments on the systemtest? No
comments on the systemtest. Ckay.

Do we need a consensus on that? Does everybody
agree wth that?

[Affirmati ve responses. |

DR GRAY: No systemtest, yes.

[ Over head. ]

DR. GRAY: The next has to do with repeat
analysis. This regarded whether we wanted to put limts on
repeat analysis or not, and whether we wanted to use it for
monitoring. This is a rather interesting issue to deal
with, and froma personal perspective, setting limts is a
very difficult thing to do because there is always a way to
reduce your repeat rate below any limt you set.

Let's say we set it for 5 percent. Well, | have
once heard it said that a good radi ol ogi st can read anything
that comes out of the processor, so that neans that a
radi ol ogist that is wlling to accept any quality filmwll

have a zero repeat rate.
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Anot her way of reducing the repeat rate is to nake
sure that the filns don't appear in a place that can be
counted, and I am not saying that this woul d happen
consistently, but I know when we first started to do this in
one hospital when | was in Toronto, we found the repeat rate
was close to zero, but there were a lot of filns appearing
at the homes of sone individuals. They were just basically
taking the repeat filns honme with them

So, by trying to enforce sonething like alimt on
repeat anal ysis, you have people trying to do things which
t hey probably shouldn't be doing.

Witing a docunentation criteria based on a 2
percent change fromthe prior repeat rate is statistically
flawed. The proposal to nonitor the repeat rate will not be
accurate, a zero repeat rate could be obtained for a
facility wth many problens by accepting everything that

conmes out of the processor, sonething which I just alluded

to.

Repeat rate is not a good outcone indicator
because suboptimal filns are usually still utilized and not
rejected. In sone places | amaware of, all filns go in the
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patients’

| ackets anyway, so you need sone other nechani sm

whi ch we have been di scussing how to handl e t hose

si tuati ons.

Next over head.
[ Over head. ]

DR. GRAY: One individual said please list an

acceptabl e range for repeat percentage. Sinply utilizing a

2 percent

change gives one too broad of an interpretation of

what is acceptable and what is not. In other words, if you

were operating at a 10 percent rate, and you only saw 1

percent change, that woul d be acceptable. Wll, a 10

percent rate in ny mnd is not acceptable to start wth.

shoul d be

shoul d not

di fferent

i ndi cat es

| agree with what is witten, but think there
a second part which states total repeat rate
exceed 5 percent, so this is taking it in a
direction.

Next overhead.

[ Over head. ]

DR. CGRAY: A statenent shoul d be added t hat

additional filnms that were needed to be taken

because the first filmwas not optional and are included in
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the examnee's file are to be counted as repeat fil ns.

This is sonmething that sone of us are trying to
work on right now W have cone up with a little table to
try to do this.

Repeat anal ysis for each technol ogi st shoul d be
eval uated. Phil osophically speaking, that is sonething we
try to avoid because unless there is one technol ogi st which
it is obvious that nost of the repeats are conmng from an
i ndividual, this becones nore |ike the policenman | ooking
over the technol ogi st's shoul der.

W like to think of the repeat rate as a tool for
continuous quality inprovenent, and not specifically
directing it at one person.

Any ot her comments on repeat anal ysis?

Rita.
M5. HEINLEIN: | agree with the comment that there
shoul d be a suggested upper Iimt. | have been to

facilities that, you know, again, you could have the repeat
rate be up to 8, 9, 10 percent, and the coment is, well, we
are doing it, you know, we are looking at it. So, | think

t hat whoever wote that comrent brought up a very inportant
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poi nt .

| think a range would be a good idea to say and
al so to suggest a m nimum because | have been to facilities
al so that have a 0.10 percent repeat rate, and that is
because they accept suboptinal images, so they don't count
those filnms that did go through with the patient's jacket.
| mean at one place | said you only have one filmin your
t hrow- away box, did you just do your repeat analysis, and
they said, no, in fact, it is due tonorrow

| said one filmand all these patients, why am |
here, and then that norning they repeated a coupl e i mages
and just put everything through, and | said, well, you have
to have a nethod of counting them No, we only count what
is in the box, but the radiol ogi st wants us to put
everyt hi ng through.

So, they in effect were not doing a repeat
anal ysis at all.

DR. CGRAY: | think we have to be careful in
speci fying a range, because if we specify a mninmm and |
don't make that m ninmum that nmeans | have to do nore

repeats, | don't neet the FDA standard for the m nimm
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nunber of repeats.

[ Laught er. ]

DR GRAY: Cass.

M5. KAUFMAN. | think the way it is presently
witten is probably the best route to go because it says if
you see a change, you have to look into it. | think the
notion of having a maximumis an appropriate itemfor
gui dance docunents because what ever regul ati on you set,
everybody can neet that. This is not a good area for
regulation, but | think it is appropriate to say if you say
that kind of a change, you will at least |look at it and see
what the problemis

So, | think the way you have it is probably about
the best route to go.

DR GRAY: Penny.

M5. BUTLER | actually agree with Cass on this
one. The only other thing | would Iike to add is | have
concern for the 2 percent variation for |ow workl oad
facilities with the statistics of these | ow nunbers can
easily cause significant changes from eval uati on period to

eval uation period, and I amnot exactly -- FDA will | o0k
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intoit? W wll look intoit. GCkay.

DR. GRAY: | think that is one thing we have to be
sensitive to are the variations in these nunbers. Wen
first read it, | wasn't sure what the 2 percent neant. Was
that a 2 percent variation in the rate that | have or was it
-- in other words, | have 5 percent, and 2 percent of 5
percent conmes, what, 0.01 or sonething. |If it is 5 percent,
does that nean it can vary from3 to 7 percent w thout
causi ng any probl ens?

MR. SHOMLTER: That is what we intended. Whether
that is the way it reads or not, I would have to go back and
reread it, but that was certainly the intent.

DR. GRAY: If that was the intent, then, I ama
l[ittle unconfortable with the 7 percent side of things as
being relatively high, and | amnot willing to propose a
nunber | ess than 2 percent because that may be too tight,
but 7 percent is getting pretty high.

Rita.

M5. HEINLEIN: Actually, | think the way it is
witten is best, because it just says that the reasons for

t he change shall be determ ned and corrective action and the
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results shall be recorded. | think that it is witten very
well the way that it is right here.

You have got this change, figure out why, and
correct it.

DR. GRAY: | think that is the whol e purpose of
repeat analysis, is to do that.

Are there any other comments on repeat anal ysis?

That is about all | have at this point.

El i zabet h.

DR. PATTERSON. Before we nove on, in everybody's
packet, there was supposed to be a sheet that |ooked |ike
this. It starts off Table 3-2, Conpliance use for
national -l evel, et cetera. Does everyone have one in your
packet? Does anyone have it in your packet? It is by
itself, and it's nunber sheets maybe, | don't know, si X,
seven, eight sheets.

Charles Finder is going to pass it out to
everybody because it was supposed to have been in the
packet .

M5. BUTLER  Elizabeth, | am doing the second half
of the QC Equi prent.
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DR. PATTERSON: Yes. | just wanted to bring this
to your attention at this point.

Ckay. You are on, Penny.

M5. BUTLER | want to tal k about the sem annual
QC tests, and you will have to bear with ny little comments
that | have up there handwitten in, | apologize.

Most of the comments on the darkroomfog test
tended to request nore specific procedural details, and
again, this is the issue that | brought up in the very
begi nning, are we going to be including these procedural
details in the regulation or is this sonmething nore
appropriate for guidance.

For exanple, one of the comments asked that we
specific the test be under the conditions that the manmo
filmwas processed, place the filmon the counter top
enul sion side up, et cetera.

Are there coments on dar kroom f og?

| would |ike to reconmend, then, that the
requirenment go in as is, and no procedural changes be nade.

Shal |l we di scuss the emul sion side up issue?

DR. GRAY: The enul sion side up issue is an
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interesting one. The ACR procedure does not specify that.
We have found at least in two facilities in Mnnesota that
that has been a problem People don't understand the test
or why they are doing it. You tell themto expose the film
they put it in the sensitoneter. You tell themto lay it on
the counter top, and they do.

It happens that the exposure device for many of
the sensitoneters is on the bottom so the filmis laid on
the counter emul sion side down, and consequently, it gets no
fog exposure.

Well, that is a question. Flo raised the question
do you want directions or eduction in the reg. | think this
is part of the direction really in telling themhowto do
the test properly.

DR. HOUN. Do you want the reg to be prescriptive
that way or do you want to encourage nore education?
don't think we do exactly the steps of how you place the
phant om and da- da- da.

DR. CGRAY: (Good point.

DR. HOUN: | just want to know if you want it in

| aw.
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M5. BUTLER | agree with Flo. It certainly is an
i nportant issue that Joel brought up, but I don't think its
place is in the regulation, and there is going to have to be
a |l ot of education that goes on with the inplenentation of
all these regulations that we are tal ki ng about here.

Rita.

M5. HEINLEIN: | agree that this is sonmething that
could be put into guidance, but | think it is very inportant
t hat gui dance does include education, because | have been to
facilities that do the darkroomfog test with the enul sion
face down, and they wonder why they have | ow contrast inages
when they have 15 lights on in there, and you could go in
there and read a book, but yet they turn themall off except
for one when they do the phantomtest.

So, | think that the educational part can nove
i nto gui dance.

M5. BUTLER  Okay.

M5. SCl AMVARELLA: | agree with you.

M5. BUTLER  So, no change.

Screen-filmcontact. | think one substanti al

comment that was nmade was a clarification of using a 40-nesh
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copper screen. M/ question to the group is do you think
that is necessary to include this in the requirenent. |
mean we do specify using a 40-nesh screen. Should we
speci fy copper? Joel.

DR. GRAY: Copper is the only material or high Z
material |ike perhaps platinumor gold, which would be a
little expensive, but this is the only material that the
test will work properly with. |If sonebody goes out to the
har dware store and buys al um num or fiberglass screen, the
test won't work.

M5. BUTLER: | have no problemw th this
i ncl usi on.

DR. GRAY: It's only one word.

M5. BUTLER: That is why | have no problemwth
its inclusion.

Conpression. | want you to note ny handwitten
comment there. The way the conpression test is currently
witten, all three commenters that were summari zed, they
cringed at this rule primarily because the way it was
witten, it required the testing of everything that was

described in the equi pment regulation part of the rules.
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Several commenters recommended that the
conpression force be tested sem annually as currently
recomended by ACR, and the alignnent tests of the
conpressi on be done by the nedical physicist on an annual
basi s.

| would |ike to recomend that rather than just
referring back to what was in the equi pnent regs, that we
just specify these two tests in their appropriate places.

Any coment s?

M5. KAUFMAN:.  Penny, | amnot quite sure what you
are suggesting, that we just take it out of here because it
is previously nentioned under --

M5. BUTLER No, | am not saying that we take the
tests out of there, but if I can -- bear with nme -- it says,
"The conpression device shall neet the specifications
described in 900.12(b)(12)," and it is ny understanding that
that is a big section that has a |lot of details regarding
t he design of the conpression.

Real ly, what we are really interested in having
included in the quality control tests is essentially the

measur enent of pressure and al so the nmeasurenent of
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al i gnnment of the chest wall edge of the conpression paddle
with the image receptor

M5. KAUFMAN. | guess | still not quite sure what
you are reconmrendi ng, because the reason why it is under
here is because that is supposed to be a sem annual test?

M5. BUTLER: That is correct.

M5. KAUFMAN.  That just puts the frequency in? |
think that is the only thing it does right here.

MS. BUTLER No, it does nore than that. It says,
"The device shall neet the specifications described in
900. 12(b)(12)," and there are a lot of specifications in
t hat section.

M5. KAUFMAN: Right. 1Is there a problemwth the
speci fications then?

M5. BUTLER Including all the specifications in
the sem annual test. That is ny problem

M5. KAUFMAN: Ckay. So, do you think that sone
t hi ngs under (b)(12) need to go under this section instead?

M5. BUTLER | think sonme of the things under
(b)(12) really shouldn't be included in the quality control

test. Just the pressure test on a sem annual basis.
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M5. HEINLEIN: This is the quality control test
that the technol ogi st perforns.

M5. BUTLER That is correct. Well, yes, and then
there will have to be sonething added in the annual tests.

MS. HEINLEIN. Right.

DR. PATTERSON. Penny, are you trying to say,
then, that the wording that is under the previous section
shoul d be spelled out here, and not referred back to it, is
that what you are trying to say?

M5. BUTLER No. What | amtrying to say is Part
12 in the equi pnent regs, they say conpression, they say
(1), application of conpression, power driven conpression,
fine adjustnment conpression, "conpression device shal
provi de maxi mum conpressi on, " deconpressi on, manual
emer gency conpression, renote conpression rel ease, the
"conpression paddle shall be flat and parallel,” chest wall
edge.

There are a | arge nunber of specifications in the
mammo equi pnent section, which this part of the QC stuff
refers to. W really don't want to test all of that twice a

year, and sone of that stuff we don't want to test at all.
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VWhat we really just want to test is the maxi num
conpressi on force.

DR. HOUN. So that is 12(i)(C.

MS. BUTLER  Yes.

DR. HOUN. And?

M5. BUTLER And the part about alignnent needs to
be noved to annually. \Were is that?

DR GRAY: (iv).

M5. BUTLER  (vii). Does that make sense, am|
bei ng real confusing? This should streamline things a
l[ittle bit and make it consistent wth the ACR nmanual .

MR. SHOMLTER: | understand the reconmmendati on

MS. BUTLER  Thank you

Annual QC tests is the next one, please.

[ Over head. ]

M5. BUTLER  There was one commrent about i ncl uding
measur enent of viewbox illum nance during the physici st
survey. Currently, this is under the appendix, in one of
t he appendices in the ACR manual and really hasn't been
addressed, although it has been discussed, and | don't think

it should be really in the rule.
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DR. GRAY: This is one issue upon which we have
virtually no good scientific data at this point, so | don't
think it is wwse to put into rule things that we can't back
up.

M5. BUTLER  There were several comments that the
limts should be the sane as the accrediting body, and I
think for the nost part we are doing that.

Specifically, the autonmatic exposure control
performance, and again, a lot of the conmments were in an
effort to request nore procedural detail, which could be
i ncl uded i n gui dance.

One person recomended that a technique chart be
avai l abl e for everyone, for every unit, which is currently
required within the ACR manual .

There was anot her comment that suggested that plus
or mnus 0.3 is too broad for the AEC performance test.

Any di scussion on this? Joel.

DR. GRAY: The proposed role in Section 12(B),
believe it is, allows for plus or mnus 0.3 until October

1st, 2000, and then requires plus or mnus 0.15 by Cctober
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1st, 2005.

So, | think the intention is to nove the
manuf acturers in that direction. | knowthere are quite a
few units out there wthout a technique chart, will not neet

the plus or mnus 0.3 at this point, but | think we are
wor ki ng and noving in that direction. | think it is
probably fine the way it is right now.

M5. BUTLER  Any ot her discussion?

Then, our reconmendations are to basically | eave
this as is.

Al right, kVp. There were a significant nunber
of comments that the accuracy and reproducibility standards
shoul d be consistent with the ACR manual, which is 5 percent
of the actual, and so | think that is a self-evident
recomendati on that shoul d be changed.

In addition to this, there were several coments
that remarked that the | owest and highest clinically used
kVp shoul d not necessarily be tested due to the kVp neter
[imtations, and agai n suggested using the |anguage in the
ACR manual , which | can't renenber exactly what it is, but

it basically said test the nost clinically used kVp and
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several others, and sonmething like that, or several other
clinically used kVp.

That is ny recomendati on. Any changes on this?

Okay. Next slide, please.

[ Over head. ]

M5. BUTLER On the systemresol ution, again,
there were a nunber of comments requesting nore procedural
details, and that | think we can | eave to guidance. By the
way, you know, every tinme | bring this up, this obviates the
need for revisiting a lot of these coments when the
gui dance docunents are witten

Now, Kish called ne | ast week and asked ne to
bring up the issue regarding systemresol utions and the
requirenments for 13 and 11 line-pairs per mllineter
performance within this test, so | wuld |like to ask for
sonme di scussion on that.

| would |ike to rem nd everybody that currently
t he ACR manual specifies that if the systemresol ution test
does not neet 13 and 11 line-pairs/mm then you are obliged
to actually neasure the focal spot size using the NEMVA

specifications to check the focal spot size.
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So, the question is should we include this backup
statenent as we have in the ACR manual wth the system
resolution tests or should we | eave the systemresol ution
test as is.

Cass.

M5. KAUFMAN:. | think we should just leave it as
it, and the physicist ought to know that if it doesn't neet
this, that they need to take a | ook at the focal spot size.

M5. BUTLER But if it is in aregulation, if it
doesn't neet the 11 and 13 line-pairs/mm no matter if you
get a 0.01 focal spot size, is still doesn't neet the regs.

M5. KAUFMAN.  What we really care about, | think,
is systemresolution nore than focal spot size, and reality
is if you have got that focal spot size, it is unlikely that
you are not going to -- that that is not the source of the
problemif you are not neeting 11 and 13.

But | think what we ultimately care about is
resol ution, not focal spot size even though they are both
clearly interrelated. So, | think the way we have it is the
correct direction to go in.

M5. BUTLER  Joel
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DR. GRAY: | guess | amgoing to have to agree
with Cass. Wiat we are really interested in is the
resolution. You can have a focal spot size that is smaller
than it is supposed to be and still get poor resolution with
it. So, | would like to see the specification stand as
resol ution, and maybe we can encourage the X-ray tube
manuf acturers to nove in that direction also.

MS. BUTLER I n ny experience, sone of the reason
for not neeting the 11 and 13 line-pairs/mm my be how t he
test is done. So, | think it would be unreasonable to
insist that a tube be changed because of sonething el se
goi ng on associated with the [ack of being able to achieve
11 and 13.

| would like to recomend that we sort of hold off
on what we recommend on this particular issue until we get
to the equi pnent section, and perhaps have nore di scussion
on this, because | have a feeling that sone of the equi pnent
manuf acturers will have sonething to say.

M5. KAUFMAN. My only conmment woul d just be that |
see those sanme problenms wth neasurenent of focal spot size

that you just nentioned in terns of resolution, in terns of
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peopl e doing the test incorrectly and that is why they are
comng up with inaccurate results.

M5. BUTLER  Joel

DR. GRAY: | would like to point out that deciding
not to decide is to decide. Seriously, this is truly a
systemtest, this is not a focal spot test. This takes into
account the buckey, phantom scatter, grid, possible notion
vi brations, everything. So, if this test doesn't cone out
right, then, it is going to be up to the physicist to
determ ne what the source of that is, and they have to nake
a focal spot neasurenent to do that.

M5. BUTLER | don't think there is really any
problemw th hal f-value | ayer test except several commenters
poi nted out that we should include both upper and | ower
limts, and | think that would be a good recommendati on.

Any comments on this? Yes.

M5. McBURNEY: | just have a question for SEA, as
a matter of process, when you add a limt to a final rule if
it has not been proposed, can that be done.

MR. SHOMLTER: It largely cannot, but then

sonetines it can.
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M5. McBURNEY: Thank you for that definitive
answer .

MR, SHOMLTER | am al ways happy to be
definitive. No, it depends on whether you can devel op an
argunent that it is an outgrowh of the proposal. |If you
can do that, and you can say this logically flows from what
we proposed and what the coments are, and it is not too
great a change, then, counsel wll often let you add it. |If
you can't make that argunent, then you have to re-propose.

M5. BUTLER  Charlie, | would also |ike to propose
that we are currently living under upper and lower limts
t hrough adoption of the ACR manual .

MR. SHOMLTER: | think the issue here revol ved
around whether it was really necessary to have an upper
[imt. Nobody is arguing with an upper limt as being good
practice, but is it really necessary to have an upper limt
as a regulatory matter, you know, are there other ways of
dealing with that, such as you are seeing | ow contrast, and
| guess when we wote the proposal, we were not persuaded,
not that it was not a good idea to not have a real high

hal f -val ue | ayer, but we required sone additional persuading
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that it was a good idea to have it as a regul atory change
with the coments.

MS. BUTLER  Cass.

M5. KAUFMAN. | can only speak from experience
t hat when we see a high HVL, usually, there is also a
probl em w th phantominmage quality, but | don't know if you
have a different experience with that. But it seens |ike
they fail on that if they have a really excessive anmount of
filtration although we rarely see that problem

M5. BUTLER | suggest that we be consistent with
t he ACR manual and add a regul ation.

Okay. Breast entrance exposure, dosinetry. There
were several coments. Three comments suggested
recommendi ng lowering the dose |imt to | ess than 300
mllirads.

Before we discuss this | would [ike to just bring
out that O han Sul eiman nmade a very interesting presentation
at the RSNA this year, where he showed between the first
i nspection round and the second inspection round, that the
average gl andul ar dose does seemto be increasing over tineg,

and he specul ated that one of the reasons because of this is
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because facilities are tending to use higher densities in
order to increase the contrast of the inage.

| recommend that we |leave the rule as it is, at
300 mllirads and we don't nake the change, but | would Ilike
to invite discussion.

Cass.

M5. KAUFMAN. | think even with the increased
densities, that the average or the nean gl andul ar tissue
dose is currently sonewhere around 150, 160 mllirads,
sonething like that, so that leaving it at 300, what we are
allowing is twce what the nean is. | guess | am not
convi nced that you need that high a dose.

The only thing that | can say anecdotally is that
when we see doses that high, there are always other problens
at the facility unrelated to dose, but, for exanple, the
processor isn't working right or sonething, you know, the
processor tenperature is too low of filmis expired or
sonet hi ng el se has gone w ong.

So, ny own personal opinion is that | would be
very confortable with 250 mllirads, but | wouldn't be

confortable with sonething | ower than that.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

M5. BUTLER:  Joel

DR. GRAY: | would like to support the 250
mllirad suggestion -- since it was ny suggestion in the
first place -- fromthe point of view that Cass raised, that

we are allow ng sonme of those |adies to get twi ce the dose
on average, and we are not tal king about the dense breast or

the large breast at this point, we are tal king about the

aver age.
So, the average patient going in could get up to

300 mllirad right now and still be consi dered acceptabl e,

and that is twce what it really has to be. | think the

real key to this is that we are using a |limted nunber of
screen-fil mconbi nati ons, we have optim zed equi pnent,
presumably we have optim zed processing, and | don't see why
anybody shoul d be in excess of 250 mllirad.

M5. BUTLER Carl.

DR. D ORSI: There is no separate dose
requi rements for Xerox, this wll include everybody?

M5. BUTLER: That is correct.

| would just Iike to go on record saying |

di sagree with that, and | think it should remain at 300.
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X-ray field/light field/inmge receptor/alignment.
That is the next overhead, please.

[ Over head. ]

MS. BUTLER  Again, the sane comment applies here
as applied to the conpression paddle in that the rule |
beli eve made reference to -- or did | get this wong -- yes,
it made reference to paragraph (b)(5) of this section, which
is alot of material. So, | think what we are |ooking for
is basically to be consistent wwth what is the ACR nanual
right now wi t hout going through all those details.

One question was brought up, was wll the
equi pnment currently in the field neet the requirenent of
havi ng conpressi on paddl e edge alignment within 1 percent of
SID. | personally in nmy testing have found nost facilities
to come within that 1 percent of SID, and those that fal
outside of that with one m nor exception has been able to be
corrected.

| would |ike to hear comments fromothers. Cass,
go ahead.

M5. KAUFMAN: | agree on the alignment of the

conpression paddle, that we rarely see them beyond the 1
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percent. That seens to be fairly easily achi evabl e by nost
units. But now are we also tal king about alignnment of the
X-ray field in the inmage receptor? | amnot sure what we
are tal king about.

M5. BUTLER  Yes, | think we are tal ki ng about
al i gnnment of anything you can align - X-ray field, |ight
field, wwthin the X-ray field with the inmage receptor, and
then the image receptor with the conpression paddl e.

M5. KAUFMAN. Ckay. Could you nention sonething
about follow ng ACR s recommendati ons for beam ali gnnent
with inmage receptor? | don't renmenber what those said
relative to the nipple and right and |l eft side.

M5. BUTLER  Everything is 2 percent SID.

M5. KAUFMAN:  Two percent.

M5. BUTLER: Anything else on that?

M5. KAUFMAN. If it is 2 percent, then, | agree
with that.

M5. BUTLER: Okay. Screen speed uniformty.

[ Over head. ]

M5. BUTLER One commenter pointed out that the

screen difference which is currently in the proposal, of
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0.3, is too large, and they recomended 0.15. | would |ike
to point out that 0.3 is currently in the ACR manual .

So, ny question is should we reduce this by
regul ation. Any questions? This is a pretty sinple, brief
one. Cass.

M5. KAUFMAN. | don't think that you can really
see density differences below 0.3, can you, visually? |
mean does it make a difference in the clinical inmages or we
are tal king about that nmuch of a dose difference, but --

M5. BUTLER  Joel

DR. GRAY: You see can you see differences if the
films are on the sane viewbox side by side. |[If | put one up
on the viewbox on one side of the room and one on the other
side of the room you won't see it really.

M5. BUTLER  So, | think the consensus is we wl|
| eave this as is.

Systemartifacts. Mst of the questions had to do
wi th including procedural details, and | think they can be
easier left to guidance. M recommendation is that the
artifact test should be left as is.

Are there comrents or discussion? Ckay.
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Next, pl ease.

[ Over head. ]

MS. BUTLER  There weren't any conments tabul ated
for QC tests of other nodalities. |f anybody would like to
bring up discussion on this? If, not, we will nove along to
nmobi | e units.

[ Over head. ]

M5. BUTLER  There were 21 coments in al
summari zed. Several of the commenters inaccurately
interpreted the proposed rule to nean that inmages had to be
taken and processed prior to examning the patients at each
| ocati on.

Most comrents were generally supported,
appreciated the flexibility in choosing their own test
nmet hods, but al so requested gui dance from FDA on what woul d
be accept abl e.

My personal feeling is the way it is witten right
now i s okay, and that some of the questions that comenters
have, they could be provided in guidance docunentati on.

Anyt hing el se on that?

Okay. The next one, please. The use of test
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results.

[ Over head. ]

M5. BUTLER This next set was fairly
controversial. | had to do wth imedi ately repeating al

of tests. There were 13 comments that were summari zed.
There was essentially no support for this requirenent as
witten. Ten commenters felt that it was not necessary to
repeat all tests. One felt that this requirenent should be
del eted, and one felt that the tests should be repeated, but
not necessarily imedi ately. Several comenters felt that
t he nedi cal physicist should deci de whether a test needs to
be repeat ed.

Since the repeat of tests is covered in the ACR
manual and al so perhaps, hopefully, in the gui dance manual ,
perhaps this is a section that could be deleted inits
entirety. | would like to hear discussion on this.

Cass.

M5. KAUFMAN. Reference to the repeating of tests,
that is the only part we are tal king about actually
del eting?

M5. BUTLER: That is correct.
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M5. KAUFMAN. | would agree with that. | think
this is up to the judgnent of the nedical physicist.

MS. BUTLER  So, we could totally delete Section
(i)?

M5. KAUFMAN. No, just the last sentence in
Section (i).

M5. BUTLER Let nme just read this. There is so
much here, you know, you forget what one rule is when you go

to another rule. [Pause.] ay. Delete that |ast

sent ence.

Rita.

M5. HEINLEIN: \Were is it?

DR. PATTERSON. W are tal king about page 14920,
and first colum under (8). It is the |ast sentence before
the (ii).

M5. HEINLEIN. Al right.

M5. BUTLER Let ne read this for a mnute and
tell me what you think.

It says, "After conpletion of the tests
specified... of this section, the facility shall conpare the

test results to the corresponding specified action limts;
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or, for non-screen-filmnodalities, to the manufacturer's
recommended action limts; or, for post-nobve, preexam nation
testing of nobile units, to the limts established in the
test nethod used by the facility."

Do we really need to say this?

MS. KAUFMAN:  Yes.

M5. BUTLER | nean why are we giving themall the
performance standards to start with if they are not going to
be conparing what their test results are?

M5. KAUFMAN: It happens every day. | nean, for
exanpl e, the phantominage test, we see this all the tine,
it 1s not even unusual, in facilities where they are doing
it monthly, and nonthly it is show ng degradation, but they
are not doing anything about it, or they are conparing it to
the previous nmonth rather than to an original film so they
don't see sl ow degradations over tine.

MS. BUTLER  Joel.

DR. CGRAY: The only itemin that, that I would
have an issue with is the pre- and post-nove test that you
are tal king about nobile units?

M5. BUTLER: No, it is post-nove preexam nation
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M5. KAUFMAN.  Pre-patient exam nation.

DR. GRAY: (kay.

M5. BUTLER  That's okay. But perhaps | am being
naive, and | ask the regulators about this, but if you go
into a facility and they do the test, and it doesn't neet
the specifications that is in the previous page, and you
fail themon that, wouldn't they sort of get the idea
wi thout actually having to have it witten that they do have
to conpare it to what the specifications are?

M5. KAUFMAN: We ran into this before wi th nedical
physi ci st reports where there was nothing in the regs that
said that they had to correct deficiencies that the nedical
physi ci st had found, and so they didn't. So, if you want
themto do sonething, unfortunately, you do have to spell it
out. | think we have got it in here under nedi cal
physicists, too, but that was a frequent finding where
medi cal physicists had noted a | ot of deficiencies, but the
facility had never done anything about it, they just ignored
it. So, | think we need to say this is what you are going
to do with those tests. You are going to conpare them

And then it goes on to say if you find
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unacceptabl e results --

M5. BUTLER But that is in (ii).

MS. KAUFMAN:  Ri ght.

MS. BUTLER  Maybe we can just sort of |ike nake
this one statenent then, that you conpare the tests and then
you nmake corrections. Does that sound reasonable? If that
is your point, and, you know, again | think that
particularly the making corrections is a valid point.

M5. KAUFMAN. It says what you are going to
conpare it to, and | think that is probably a safer route to
go than just leaving it open.

MS. BUTLER Rita.

MS. HEINLEIN. Well, since you have taken out that
| ast sentence that says that they have to repeat
i medi ately, then, in (ii), you would have to take out the
first section of that sentence.

MS. BUTLER  Yes.

M5. HEINLEIN: So that, then, (ii) would just
read, "the source of the problemshall be identified and
corrective actions shall be taken."

So, | know what you are saying. You are saying
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could it be one big long, |long sentence. Is that what you
are saying, Penny?

MS. BUTLER No. | amjust saying you woul d
conbi ne the two sections because the other thing that I am
proposing for (ii) is that it says that, "If the repeated
tests continue to produce unacceptable results, the source
of the problemshall be identified and corrective actions
shall be taken" -- and here is the inportant part -- "before

any further exam nations are perforned."”

We need to discuss -- Elizabeth.
DR. PATTERSON: Yes. | don't want us to get into
m cromanagi ng the verbiage of the FDA in the regs. | think

t he concepts of what we want should be in there, and not get
them -- you know, we want a comma here and a period there,
and put it one sentences or put it in two sentences.

M5. BUTLER | agree. Ckay.

M5. KAUFMAN. At an earlier neeting where we went
over the regs, we went over each itemspecifically that we
t hought woul d require that they discontinue use of the unit,
so |l think in earlier neetings we have al ready addressed

this issue.
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MS. BUTLER: Those itens were processor
screen-fil mcontact, and average gl andul ar dose, and that
still hol ds.

The next one, please.

[ Over head. ]

M5. BUTLER  Surveys. There really weren't any
maj or coments. There was a | ot of discussion under |tem
(10), which is mammogr aphy equi pnment eval uati ons, which
basically says that if there is a new unit or new processor
or maj or change of conponent, that a qualified individual
shoul d perform a manmography equi pnent eval uation, and it
was not clear as far as what the qualified person would be.

There were 44 comments summari zed, and nost of the
comments supported the need for additional evaluations of
equi pnent when new equi pment or maj or equi pnent conponents
were install ed.

There was consi derabl e di scussi on of who shoul d
perform these equi pnment eval uations. The vast mgjority, and
that is 27 of the conments regardi ng responsi bl e personnel,
felt that the nmedical physicist should conduct these

eval uations, and | think there was general agreenment at the
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April commttee neeting that that should be the case.

Facility cleanliness. Yes.

M5. KAUFMAN. Did we get any comments relative to
a definition of what major conponents include?

M5. BUTLER Yes. There were not a | ot of
suggestions, but there were several suggestions, and w thout
digging through this pile, | think they were primarily an
X-ray tube, buckey assenbly -- and what was the other one --
were they new cassettes? No, | don't think so. But new
processor, that is not a conponent, but that is a whole new
pi ece of equi pnent.

MS. KAUFMAN: |t says "or processor equi pnent or
change, " but at sone point we need to define what major
conponents are. It could be in guidance, but at sone point
we need to do that.

M5. BUTLER Thirty-five comments were summari zed
on facility cleanliness. Seven supported the requirenent,
three wanted to see it deleted, and nine wanted specific
protocols and nore details available fromthe FDA. | think
it is okay as witten, and we don't need to include any

additional details in this reg.
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(12) Calibration of exposure neasuring equi pnent.
By far, nost of the commenters reconmmended that exposure
measuring equi pnent be calibrated every two years.

Joel .

DR. GRAY: | would just |ike to make one comment
to enphasi ze that point, and that is that for radiation
t herapy, ionization chanbers, calibration is required every
two years. Doing it nore frequently than two years j ust
doesn't seemto nake sense for nmammography where, conpared
to therapy, we are working at 1 percent or hal f-percent
| evel s.

The other issue is, is that every tinme that that
devi ce goes back, it takes sonewhere between one week at a
m ni mum probably to two to three weeks for that calibration
to occur. That nmeans the physicist is without that device
during that period of tine.

M5. BUTLER: Okay. The final issue that was
addressed had to do with infection control, which is not on
there. There were 10 comments that were summarized. Eight
of these comments indicated that this requirenent was

unnecessary, and two indicated that additional requirenents
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wer e needed.

[ Over head. ]

M5. BUTLER: Oh, | guess | do have it. Okay. |
don't want to touch this one. M personal feeling is the
way it is described in the regulations is adequate, and
probably needs to be in there for good reasons, but anything
nmore than that, | think nay be too much.

If there is any discussion, | would like to open

Okay. Thank you.

DR. PATTERSON. Thank you, Penny, and Joel.

Yes, Flo.

DR. HOUN. Before we end this discussion on the QA
for equipnment, | just want to know if you want to -- you
began your section by saying you were concerned about
cost-benefit and the need to streamine, and right now you
have reconmmended a del etion of the one sentence in (8)(i),
and | am wondering, in looking at all the tests and
regul ati ons that you have commented on, is there anything
you feel that needs to be streamined, any details that can

be limted, any places where flexibility should be all owed.
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MS. BUTLER | had actually opened up a coupl e of
i ssues which weren't supported by the commttee, and perhaps
we can address this.

Honestly, when we were asked to review the
coments, basically, we were asked to review the comments
and present themrather than putting thought into making
recomendati ons on nodifying what is here, so ny mnd frane
was not going in that direction, but | certainly think it is
a valuable thing to open up

DR. PATTERSON:. Penny, | just have one ot her
question | would like to bring up, and that is under the
guestions that the FDA had, which they wanted you to
address, Question No. 1, the first part of that was
addressed. The last part of that, which tal ks about the
remai ning tests, how long should a facility have to nake
correct actions on those, | don't believe any nention was
made of that.

M5. BUTLER: My personal feeling is | amnot sure
it should be specified under regulation. | think there are
certain extenuating circunstances that nmake easy correction

of some things and difficult corrections of other things.
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Certainly, the issues that we brought up regarding
dose, filmscreen contact -- and what was the other one --
processor QC, by the fact that they can't do nammograns or
process filnms, really you don't need to put a tine limt on
correcting it then, because they are going to nove on it if
they can't do mammography. The others, | think we should
| eave to the judgnent of the facility, but that is ny
feeling again.

DR. PATTERSON. Are there any other questions or
further discussion for Penny or Joel on that aspect?

Ckay. Thank you very nuch.

W will nowgo to Tammy on the Quality
Assurance- General, and that is on page 14881, where we are
tal ki ng about 900. 12(d).

Qual ity Assurance- Gener al

[ Over head. ]

DR. BASSFORD: | reviewed about three inches worth
of letters for this area, and actually felt that the ERG
summary was extremely accurate.

| have organi zed the comments under the three FDA

guestions, and then | have got an additional couple of
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overheads for sone nonspecific comments that didn't seemto
fall under any of the three FDA questions.

| wll start with the first question, which deals
Wi th assigning primary responsibility for the facility
qual ity assurance programto a physician, the | ead
interpreting physician as we have defined it in the proposed
regul ati ons.

The coments around the assignnent of
responsibility for overall QA programto the |ead
interpreting physician basically | ooked at three issues.
There were several comments regarding the position of
contract physicians or physicians who are | ess than
full-time enpl oyees of the facility or physicians who
interact with the facility from sone physical distance, and
whet her they, in fact, had the authority to enact changes as
they saw fit when a quality assurance probl em cane up.

Specific suggestions fell into one of two
categories: allowthe facility to choose sonebody, not
necessarily an interpreting physician, to be in charge and
have the ultimate responsibility for QA, or nake it be the

CEO of the conmpany, because increasingly this is a business
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deci si on.

There were also a fair nunber of comrents that
supported the idea of switching over all responsibility for
qual ity assurance prograns fromthe nmedi cal physicist, as
was inplied in the original legislation, to a physician.

There were a few comments on the conpetence of
mamogr aphers to oversee quality assurance in ternms of their
training and also their will to be concerned about quality
assurance. None of these were from physicians.

There were two conmments that basically expressed
that the mandate of the original MXSA | egislation, as they
understood it, was for nedical physicists to be in charge of
qual ity assurance, and they felt that the regul ations were
exceeding the authority or the mandate given to them by the
original enabling legislation by switching primary
responsibility to the interpreting physician.

W mght want to start with the authority
l[iability issue. | know that that was discussed in terns of
sonme of the difficult contractual relationships and who
woul d be nost likely to be able to enact changes necessary

for Q. | wll openit to any comments and di scussion
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Cass.

M5. KAUFMAN. This was a problemin the HCFA
regulations in that it said that the nedical physicist was
responsi ble for assuring that the QC program was adequate,
and all that kind of stuff.

That is really not an appropriate responsibility
because in many, if not nobst, instances, the nedical
physicist is hired on an annual basis, or sonething |ike
that. They don't really have control over the facility or

the way expenditures are nmade, so that they can nmake a | ot

of recommendations, but to put the responsibility on themto

assure that what they have advised is inplenented, | think
is legally and ethically incorrect.

DR. BASSFORD: | amsorry. | think you said
nmedi cal physicist. D d you nmean physician?

M5. KAUFMAN.  No, | neant nedical physicist.

DR. BASSFORD: You neant physicist. So, you are
speaking in support of the regulation as it stands, making
it a physician?

M5. KAUFMAN:.  Correct.

DR. BASSFORD: Ckay. Does anyone have any
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response to the comments that question the w sdom of naking
this physician, assigned to a physician? Does anyone want
to respond to that? Rita

M5. HEINLEIN: | agree that the responsibility for
the facilities quality assurance programshould remain with
an interpreting physician or remain with the physician who
takes on that responsibility, because the quality assurance
is not just the QC tests.

| mean certainly even though they may not be
trained in the performance of those tests, they certainly
are know edgeabl e in |ooking at the results and whet her
sonmething is in or out of conpliance, and | think that is
where there is a real team approach between the nedica
physicist and the interpreting physician, but | think it is
the interpreting physician that has to also be able to go to
t he board or whonever to say these are purchases that need
to be made. | don't think that is sonething that the
medi cal physicist really would have the authority to be able
to do. | agree it should remain wth the physician.

DR. BASSFORD: | think sonme of the concerns

expressed confused the i medi ate consequence of having an
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i nadequate QA programin terns of consequences to the
facility, which would be |ack of obtaining a certificate,
with liability or legal liability, which could be considered
perhaps a nore indirect consequence, and | think probably
cones under sone of the liability corments that were
received with regard to the audit, and woul d perhaps best be
addressed there. Does that make sense?

M5. HEINLEIN: | think that makes sense, and I
also think that I don't know any group that woul d want the
medi cal physicist responsible for comng in and assessing a
medi cal audit and then suggesting any type of corrective
action plan.

DR. BASSFORD: Joel .

DR. GRAY: | would like to nake a suggestion here
as to why this occurred, and | think part of it may be due
to the confusion of the terns quality assurance versus
quality control. | can see no reason why the physicist
shoul dn't be responsible for the quality control program
but | agree to have themresponsible for the quality
assurance program which is a whole other issue.

Hopeful ly, we have gotten those terns strai ghtened
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out, and if people still have a question, maybe we shoul d
redefine themin the beginning of the docunent.

DR. BASSFORD: Cass.

M5. KAUFMAN:  So that neans that under Section
(iii1) where it tal ks about nedical physicist, you would be
confortable if it said "related quality control practices"”
rather than "quality assurance practices,"” the way it
presently reads?

DR. BASSFORD: Well, here it says "equi pnment
related quality assurance."” | am hearing a suggestion to
change that to "equi pnent related quality control"?

DR GRAY: Yes.

DR. BASSFORD: |Is that the general sense?

M5. HEINLEIN: That is the correct term

DR. BASSFORD: What | hear is it is the sense of

t he panel that we support the designation of the |ead

interpreting physician as the person ultinmately responsi bl e?

MS. HEI NLEI N:  Yes.
DR. BASSFORD: Ckay. There was a question
regarding (d) on 14881, when it described the quality

assurance-general, "Each facility shall establish and

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

mai ntain a quality assurance programto ensure the safety,
reliability, clarity, and accuracy of mamography services,"
there was a question regarding the definition of safety, if
that neant infectious safety, radiologic safety, or nore
general, equi pnent safety, et cetera.

| amjust reporting. | don't know if anyone has
any comments on that.

There were several comments that seened to be
confused under the duties of the lead interpreting
physician. There is a statenent in the proposed regul ations
that, "No other individual shall be assigned or shall retain
responsibility for quality assurance tasks unless the |ead
interpreting physician has determ ned that the individual's
qualifications for the assignnent are adequate.”

A lot of people took that to nean that the |ead
interpreting physician would essentially be designating out
all his responsibilities, and questioned the useful ness of
even having that physician if all the QA tasks were divvied
up.

| think what this paragraph was neant to do was

strengthen the position of the lead interpreting physician
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interns of being able to ultinmately approve who carried out
t he tasks.

So, | think that was just a m sunderstanding in
terms of what the paragraph was really trying to say.

Next overhead.

[ Over head. ]

DR. BASSFORD: The next question FDA has posed is
the role assigned to the other interpreting physicians,
interpreting physicians other than the lead interpreting
physi ci an, and there was a | ot of confusion about the
f eedback i ssue.

There were about 12 comrents inquiring if the
interpreting physicians needed to provide feedback to the
manmogr aphy technol ogi sts after every single inmage, which is
how they interpreted the regulations to read, versus after.
There were several suggestions to replace that with "after
technical ly i nadequate i nmages."

Rel ated to that was confusion as to whether the
pur poses of QA woul d best be served by immedi ate feedback to
t he technol ogi st perform ng the nmanmogram or nore general

feedback to the I ead QC technologist or to the | ead
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interpreting physician or LIP, as | have on the overhead.

Rita.

M5. HEINLEIN: | think one of the comments about
versus technically inadequate imges only, | think feedback
is not just negative. |In fact, |I think they can get a | ot

nmore oonph out of all the people that are working with them
if some of that feedback was positive.

| think the issue of whether it should be after
every single inmage, | nmean they have gone from one extrene
of every single image to the other extrene of only talking
to themwhen it is technically inadequate.

DR. BASSFORD: Does anyone have any
recommendations as to howto clarify that?

MS. HEINLEIN. Where exactly is it in here,
because the wording in here could be just right, just saying
t hat there shoul d be feedback.

DR. BASSFORD: It is under (ii). It says, "Al
interpreting physicians" --

M5. KAUFMAN. As witten, it's pretty good. It is
a general statenment that they will provide feedback. It is

not relative to any specific exam
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DR. BASSFORD: Maybe, Flo, we could just put in
t he gui dance section that it doesn't have to be after every
si ngl e exam nation, since there were so many conments that
seenmed confused about it.

DR. HOUN. Well, ny questionis, it is witten
general that feedback shoul d happen. W are not
prescriptive in saying every or bad ones or good ones or
m nutely, hourly, whatever. Do we need this as a regulation
regul ati ng conmuni cati on between the doctor and
technologist? Do we need this? It is a good thing,
everyone knows that. It is a very good thing. That is a
good thing to happen. |Is it sonmething that you need by | aw
to happen?

DR BASSFORD: Dan.

DR. KOPANS: By the tone of your question, | would
suspect that you agree that it probably doesn't need to be
mandated by law. | nmean it is |ike again |egislating conmon
sense. You know, there is |eadership. The radiologist is
supposed to exercise sone |eadership in their practices, and
t hat invol ves feedback, good and bad.

It al nost goes wi thout saying. You mght want to
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put it in guidance, but | don't understand why you woul d

| egislate. | nean how do you neasure it, then, do | have to
sign off every time | feed back to a technol ogist or she
feeds back to ne?

DR. BASSFORD: Like HCFA did that nonthly.

MR. FLETCHER. As Cass has said nmany tines,
regul ations are normally witten for the exception rather
than the rule, and in nost of the cases you are exactly
right, this won't be necessary, but if you don't have sone
kind of guidelines in law, that are going to cover those
i nstances where individuals are not going to do it, then,
you open yourself up for greater difficulties down the |ine.

DR. BASSFORD: Cass.

M5. KAUFMAN.  Wiere you need this nost often is
with off-site radiologists that never go to the facility,
and there is virtually no comuni cati on between that
radi ol ogi st and the technol ogist, that is really where you
need this kind of a requirenent.

| can tell you that with off-site radiol ogists,
currently, there is probably no conmmunicati on what soever,

and sonetinmes we wll look at just terrible inmages, and when
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we bring it to the radiologist's attention, they wll say,

oh, yeah, | know, | didn't think that was very good either,
and you will say, well, did you talk to the technol ogi st
about it, and well, no, | didn't.

So | think you do need it for those facilities.

DR BASSFORD: Betty.

DR. PATTERSON. M only comment about this is the
fact that you are tal king about all interpreting physicians,
and unfortunately, in sonme facilities, you know, it is not
my job, it belongs to the lead individual and | don't have
to deal with this. That is the only reason why | coul d see
keeping this in regul ation.

DR. KOPANS: | have no problemwth it, but how do
you docunment that? You just gave an exanple of where there
is poor quality imaging and the radiologist didn't tell the
technol ogi st. Does that nean that when the inspector conmes
t hrough, they have to find an episode |like that and say did
you docunent that you fed back? It just seens to ne it is
unmeasur abl e and unenf or ceabl e.

DR. BASSFORD: Cass.

MB. KAUFMAN: I think this is one of those
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regul ations that you only use it when you need to use it. |
mean we have got |lots of regulations on the book that you
don't really |l ook at during every inspection, tube-head

| eakage, for exanple, we al nbst never inspect that, but it
is a regulation that you do want sonmewhere on the books.

| would anticipate that this would be sonet hi ng
that woul d only be used under that condition that | just
descri bed, where then you could go back and say you didn't
communi cation to the technol ogist, but it would not be
sonething that | would expect to see docunented or routinely
asked during an inspection.

DR. KOPANS: The only way you could neasure it --
sorry to be argunentative here -- the only way you could
measure it is if the interpreting physician never spoke,
because if you said to the interpreting physician, well,
don't you feed back to the technologist, oh, I do it all the
tinme, but maybe | haven't done it for the past two nonths or
sonething |like that, and you woul dn't know that.

It just seens to ne it is unenforceable.

DR. BASSFORD: Just sonething to consider, and

don't knowif it wll work or not, but another point of
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contact to bring distant interpreting physicians into the

| oop is through the annual audit and the interaction between
the lead interpreting physician and the other interpreting
physi ci ans, when concei vably that m ght be an opportunity to
address sonme of these issues.

| just nmention it. It is a longer termsort of
corrective action, but | just nention it as a possibility
and wanted to hear sone comments on that, since | think it
woul d be easier to docunent those annual conversations than
how often sonebody calls the technol ogi st.

M5. KAUFMAN. O f-site radiologist, it is usually
one radiologist, so the lead interpreting physician is going
to be the interpreting physician, so that you are not going
to have that kind of conmunicati on.

DR. BASSFORD: Well, | would say then they wll
have responsibilities as a |l ead interpreting physician that
are going to necessitate nore frequent comruni cati on anyway.

M5. KAUFMAN. W th whom comrunication with whon?

DR. BASSFORD: Well, if they are ultimately
involved with the QA programfor the facility, and they

identify problens, it is their responsibility, if they are
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the lead interpreting physician, to take corrective action
and docunent it. Correct?

M5. KAUFMAN. Not with the technol ogist's
per f or mance.

DR. BASSFORD: If the only physician, be they
distant or on site, is the lead interpreting physician, and
they are ultimately in charge of the QA program and they
have primary responsibility for taking corrective actions,
how are they going to do that w thout tal king to peopl e?

M5. KAUFMAN. | think the only tine we require
corrective action is in the nedical outcones, the audit,
where we say they have to, under this particular section --

DR. BASSFORD: Under (i), "The facility shal
identify a lead interpreting physician who shall have the
general responsibility of ensure that the quality assurance
program neets all requirenents,” so if you are saying that
t hose outlying physicians are not going to have
conversations with the lead interpreting physician as part
of the audit process, because they are the lead interpreting
physi cian, then, as the lead interpreting physician, they

have actually a nore well-defined and increased
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responsibility as the lead interpreting physician to assure
that quality assurance program

M5. KAUFMAN. | agree with that, but | guess what
| am saying, though, is they don't comunicate with the
t echnol ogi st s.

DR. BASSFORD: Well, then, they will get dinged as
the lead interpreting physician because they won't have
adequat el y mai ntai ned and assured quality assurance program

Est her.

M5. SCI AMVARELLA: Goi ng back to the question,
think this needs to be kept here, so give a good
clarification for the institution who are not too careful to
mai ntai n good quality.

DR. BASSFORD: Carl.

DR. DORSI: | kind of agree with what Dan said
and what Florence intimated. It is, as it stands,
relatively unenforceabl e and neani ngl ess. One of the things
you can do -- and sonme states have done this -- is to
require at |east a sem annual neeting between interpreting
physi ci ans and technol ogi sts that nmay | ast a hal f-hour, and

then you can go over conglonerate problens at that tinme. At
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| east that is sonething that you can see and check off, yes,
| have had ny sem annual neeti ng.

But if you are going to leave it like this, it is
meani ngless. It is just putting sonething in that is not
going to be checkable, but if you put in a neeting that my
be required, at least that is sonmething that could be
checked on and acconplish the sane thing.

DR. BASSFORD: Rita.

M5. HEINLEIN: | think something has to be in
there, so that there is comunication between the
radi ol ogi st and the technol ogi st.

Again, it is not unconmon if there is a physician
who is off-site, where they do not communicate at all with
t he technol ogi st, so the technol ogists therefore assune that
all of the images are just fine, and yet | know of a
facility that had great difficulties wwth accreditation, and
when | went to visit with themand | said what does the
physi ci an say, they say we don't know, we have never seen
hi m

So, | think it is inportant to have sonething, and

| think actually, Carl, your suggestion is a good one,
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sonmet hing maybe that is a little bit nore easy to docunent.

DR. BASSFORD: Wth the idea that if people are
usi ng physically distant radiol ogists, an actual neeting
m ght not be the nost efficient way. | wonder if it would
be sufficient if what | amhearing is that what needs to be
specified is evidence of comuni cation between the
t echnol ogi st and the radi ol ogi st.

M5. HEINLEIN: Wether it is conference call or
sonet hi ng.

DR. BASSFORD: And then we can leave it up to each
facility perhaps to decide how they are going to docunent
communi cation? Dan.

DR. KOPANS: Then, for the regulators, how nuch
evidence is sufficient? | call once a nonth, | call once a
week, | call once a day. You know, | think sonmeone is going
to say, no, you are not doing it frequently enough, and
unl ess you are going to wite into the regulation it has to
be done once a day, once a nonth, once a year, again, it is
unenf or ceabl e.

| am sure even in the case, Rita, that you were

mentioning, | amsure if you talked to the radiol ogist, the
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radi ol ogi st would say, oh, | stop in there periodically.

M5. HEINLEIN: No, he just said he had never been
t here.

DR. KOPANS: Then, it should be never. That way
woul d be enforceable, if you have never had feedback, but |
don't see how you can enforce it any other way.

MR. FLETCHER. Once again, you are tal king about a

situation where -- you are going to have sone experience
with these facilities. | nean these facilities don't just
do manmogr aphy, and these individuals don't just do -- you

know, it is not just one area.

You are going to have a track record or they are
going to have a track record, so you are going to have an
idea as to how well they manage their radiation safety
progranms, and you will be able to establish guidelines based
upon your own experience with these facilities.

Whet her you allow that institution or facility to
establish a frequency of contact, and you doubl e-check that,
or you require it to be in witing, there are already rules
on the books for other areas that they are already

following, and | think in nost cases you will just follow
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t he gui delines you have already established wth nost of
these facilities.

DR. BASSFORD: Fl orence, do you have what you need
in ternms of the sense of where the conmttee is at?

DR HOUN: | think so. | think you are saying
that if this requirenent stands, it should be nore
prescriptive by giving a periodicity.

DR. PATTERSON: Is it possible that could go into
gui dance, nore descriptive?

DR HOUN: | think that right nowit is witten
general, and the guidance in the preanble will say how
wonder ful and hel pful communication is, and it should be
frequently, and bl ah-bl ah-bl ah.

DR. KOPANS: | still have a problem because these
are laws, these are regulations that | can be fined for, go
to jail for, | don't know, have sonething happen to ne, and
| want to know what | have to do to fulfill the requirenent
of the law, and there is nothing in this part of the
regul ation that gives ne any clue except | have to munbl e
sonething to a technol ogi st once a year or once in the

entire relationship that we have.
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So, | amsaying that | understand the intent, and
in ny practice we talk to each other constantly, we never
shut up, and that may be a problem too. Maybe you should
put a postscript at the other end.

DR. BASSFORD: Could we |limt the anount of
communi cati on?

DR. KOPANS: | think if you are going to require
us in law to have these interactions, then, you have to
spell out what is that level, so that you, as a regul ator,
can conme in and say you are not performng at that |evel or
you are performng at that level, but this is just too
general. It is unenforceable.

DR. BASSFORD: | think a difficulty also if there
is afacility with tons of crunby inages, the appropriate
anmount of conmmunication for that facility would be different
than a facility where the inmages aren't as problematic,
which I think is difficult in setting, I would think would

be difficult in setting an absolute limt that would be

broadly applicable. | don't know what you all think.
Joel .
DR. CGRAY: | think this discussion is getting
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entirely too serious. | would propose that we develop a
regul ation on the quality of comrunications.

DR. BASSFORD: Well, we know they need to be
sensitive and appropri ate.

Penny.

M5. BUTLER Ignoring that, | would like to
support Dan and Carl. | think this is comon sense. |
think it is sonmething that does need to be in guidance, but
| amreally afraid that if it goes into regul ation, and
there is docunentation requirenents associated with it, so
they can be potentially inspected against, that it is just
anot her additional burden which is going to take tine away
fromthe conduct of good manmography.

DR. BASSFORD: Marsha.

M5. OAKLEY: | guess ny question on this one is if
you go back to, you know, | don't want to nake it
burdensone, but it would seemif | were having a mamuogram
inafacility where the tech and the physician have never
seen each other, don't talk to each other, and as you say,
didn't do well on inspection, | sure wouldn't want to have

nmy manmmogr ans done there.
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So fromthe point of view of the woman who is
going into that facility, in order not to try and nmake it
nor e burdensone, there nust be sonething on a nonthly basis
that is being done anyway where this could just be sinply
checked of f.

| can't imagine that in a nonth's tinme, in nost
facilities -- now, that is excluding off-sites -- but it
woul d just seemto nme there ought to be sonmewhere you could
just initial you had one conversation in a nonth, and naybe
| amincorrect on that.

DR BASSFORD: Dan.

DR. KOPANS: Maybe | amnot being clear. That is
fine. If you want to set a regul ation down that says that
you have to check off once a nonth that you had an
interaction with one or nore technol ogists, that is fine.

At least it is sonething that | can say, okay, | have had
the interaction, | amchecking it off.

But the way it is worded here, there is no
guidance. It is you should have an interaction, and what
does that nean. It may nean to say, you know, the

technol ogi st says | don't think this is a good film | want
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to repeat it, and the radiologist says shut up and don't
talk. That is an interaction, but does that count as a
useful interaction?

So, | am saying you need to define, if you are
going to make a requirenent that we interact, what is the
definition of that requirenent and how do we docunent it,
because otherwi se, quite frankly, what | am concerned about
is that this is kind of an open-ended thing where an
i nspector could cone in -- not that this is going to happen
-- but decide by hinself or herself that the interaction
isn't sufficient, because the technol ogi st says he never
listens to me or sonmething |like that, and you don't know
what the interactions are, but it is an open-ended
regulation, and I don't think that is a good idea froma
regul ator's point of view

DR. BASSFORD: Do the other radiologists in the
group have any comment on this? Mke, Larry? Do you cone
down on one side or another?

DR. BASSETT: | think there are reasons, and |
t hi nk that sonmeone shoul d be designated as responsible, and

t hat shoul d be on paper because the inspector or the
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accrediting party may want to contact that person for a
specific reason. | don't think it is unreasonable to have
sonebody desi gnat ed.

Whet her you can docunent all these neetings and
everything, | think is alittle bit of a problem | think
it is going to lead to just kind of every nonth you go by
and check sonething off, and it is not going to have nuch
meani ng.

DR. BASSFORD: M ke?

DR. LINVER | agree. | think that is how!l fee
about it, too.

DR. BASSFORD: Overly prescriptive?

DR LI NVER  Yes.

DR. KOPANS: And then Cass, then Esther.

M5. KAUFMAN. One thought, and it is interesting,
Dan, because the statements that you are making are exactly
what | said earlier this norning, that you need to be
cautious that you don't get too general, because facilities
do want to know what they have to do, and the nore
prescriptive you are, the clearer it is to themwhat they

have to do.
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Now, one thought in ternms of this particular
section would be to say that they either have to have an
ongoi ng interaction or that they have to at | east once a
mont h communi cate with the technol ogi st or sonething |ike
that, because, for exanple, in a hospital situation where it
is not unusual at all for the technol ogist to show every set
of films to a radiologist, so that is an ongoing interaction
that shouldn't have to be docunented, so that m ght be an
al ternative suggestion.

DR. KOPANS: Again, it's fine if you define what
is the requirenent. | think Rita's point is that the
radi ol ogi st never communi cates, maybe you coul d say the
radi ol ogi st at | east once a year, but there needs to be a
definition, otherwise, it is unnmeasurable, | don't know if |
amin conpliance until you cone and tell nme | am not.

DR. BASSFORD: Est her.

M5. SCl AMVARELLA:  Well, | think again fromthe
consuner | go back to what we were discussing here about the
consuner point of view, that | encounter, too, like Rita
mentioned, facilities where nobody communi cate with each

other, and |like you said, people can chat and tal k about
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what is the next novie, but the issue is that we can discuss
a case with you once a nonth, once every six nonths, but |
think there needs to be that communication that is an
educational conversation or case review in areas who are
deprived, and are not good institution.

They follow certain guidelines, and ny concern is
again that the nore we regulate it for the poor or rural
areas or underserved popul ati on, we have nore gui delines,
and people if they don't perform they cannot continue to
perform poor, lousy job on the underserved popul ati on.

So, | think I want to see certain, |like six nonths
a case review, because university, you do all the tine, but
not in the community clinics.

DR. BASSFORD: So, for FDA, it sounds like the
commttee agrees that communication is a good thing, but it
is sonmewhat split on whether it should be a very precise
regul ation or delete it fromregulation entirely, but it
sounds |like there is sone consensus that a general
regul ati on woul d be the worst.

Does anyone feel it is inportant that it is the

specific technol ogi st who perforned a specific manmogram
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that gets the feedback or could it be periodic feedback to
the QC technol ogi st, because as it reads now, it appears to
be the specific technol ogi st who hel ped create the i mge?

DR. KOPANS: Froma quality perspective, it is
clearly the technol ogi st who did the inmging, and the ideal
feedback is between the interpreting physician and the
t echnol ogi st .

Again, | have no problem you know, if you want to
wite that every nonth or -- | nean we do that now, npbst of
us, but as you are pointing out, in sonme practices it is not
sonething that is done routinely -- but you have got to
descri be what the requirenent is, not just |leave it general.

Again, ny preference would be directly to the
t echnol ogi st perform ng the study.

DR. BASSFORD: So, if a physician is interacting
with nmultiple techs, and we are going to go the precise
route, then, it sounds |like we need to say how often you
have to interact with each tech, or would that be based on
what percent of the inmages you review? | nean | think this
is where the prescriptive stuff can get a little --

MR. FLETCHER  Well, another option is, once
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again, is to word it such that the facility sets the
frequency, but it nust be at |east, you know, a certain tine
period, once annually, for exanple, and they will be checked
agai nst that frequency, and if that is not sufficient, then,
a nore realistic frequency wll be set.

DR. BASSFORD: Have we w apped this part up?

W will nove on to the next question from FDA
which is, in view of the coments, should any change be nade
in defining the qualifications of those who performthe
quality control tests.

| will just draw your attention to the description
in (iv) of the quality control technol ogi st, which says
that, "Responsibility for all individual tasks within the
qgual ity assurance program not assigned to the |ead
i nterpreting physician or the nedical physicist shall be
assigned to quality control technol ogists.”

One question or one area of considerabl e coment
was whet her the QC technol ogist, currently this person is
required to be an X-ray technol ogi st, but not required to

meet the qualifications for a mamuographi c technol ogi st.
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Comrent s ranged from support for the requirenent
that a person be an X-ray technol ogi st to suggestions that
he or she also be required to be a mammogr aphy technol ogi st,
to a request that at |east for perfornmance of sone of the
tasks, one does not need to neet the qualifications of a QC
technol ogi st in sonme of these tasks particularly related to
processor QC, darkroom cleaning, test strips, and a couple
of comments said virtually any QC activity with proper
training could be actually designated or given out to |less
qual i fied, cheaper personnel.

So, we had a real range in terns of what people
t hought the requirenents of this position should be and
whet her this person needed to performall the QC tasks or
whet her this person could just be responsible for overseeing

| ess highly trained personnel in their performance of the QC

t asks.

Joel .

DR. CGRAY: | guess | would have a question to the
FDA about that. Wwen | read that, |I assuned that quality

control technol ogi sts neant the mamography technol ogi st

that was doing quality control, and not necessarily sonebody
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comng in off the street. What was the intent?

MR. SHOMLTER: M recollection is the intent was
that it is the X-ray technol ogist that is doing quality
control, not necessarily the mammography technol ogi st.

DR. BASSFORD: And that is how the regul ation, as
it was put out, read. Did you have an observati on about
that? There were sone comments who felt that it should be a
manmogr aphy.

DR. GRAY: | would be very unconfortabl e having
the typical X-ray technol ogist that m ght be doing quality
control trying to interpret the tests for manmmography since
they would not be really famliar with the equi pnent, the
artifacts, probably not know what a good mammogram shoul d
ook like in the first place.

DR. BASSFORD: Dan.

DR. KOPANS: | just second what Joel was saying.
We have actually been there and done that, had the
departnment quality control person doing it, and they don't
have the expertise for doi ng mammography quality control.
think it should be a manmography technol ogi st.

DR. BASSFORD: Rita.
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M5. HEINLEIN: | agree it should be a mamography
technol ogi st for the performance of nobst of those tests. |
know that in reading all of the letters that | read from
technol ogi sts, many of them nmade the coment that they have
darkroom or quality control technol ogists for the departnent
who then go around and performthe daily processor QC, and
that these are people that have an expertise in processor
QC, so therefore they just go ahead and do t he manmogr aphy
processor.

| personally don't have an issue with that. |
mean | think if there is soneone who has an expertise in
processing QC and they can do all the processors in the
departnment, | don't feel that in order for themto do the
one in the mammography departnent, that they would have to
be a manmogr aphy technol ogi st.

DR. BASSFORD: Marsha.

M5. OAKLEY: | would just |like to see it be the
person who certainly has the nost experience with
mammography. | was in a facility where it literally was
kind of assigned on a rotating basis anongst eight to 10

techs, and it was not always the person who even did
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mamogr aphy, and | go along with what Joel said about really
under st andi ng what that person was doi ng.

| had questions as to sonebody who is working in
the unit, you know, is it okay just to do all the processors
and you really understand all of it, or is there nore to it,
and based on what Joel is saying, it sounds to ne that there
really should be nore to it, and because of that, then, it
shoul d be perhaps soneone who is doi ng mamrogr aphy.

DR. KOPANS: Maybe a little bit of a
qualification, and that is that it should be a manmography
t echnol ogi st who supervises it. | have no problemwth
sonmeone being trained to run the sensitoneter as |ong as
there is someone who is supervising that, but | think that,
again, the quality control should be overseen by a
manmmogr aphy technol ogist. | nean you can use ot her people
in the departnment just as the interpreting radiol ogi st
supervises, | wouldn't have a problemw th supervi sed work.

DR. BASSFORD: Cass.

M5. KAUFMAN:  That is exactly the way the
regulation is witten, is that the quality control

technol ogi st has the responsibility for the individual task,
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and the quality control technol ogist has to be a manmography
t echnol ogi st .

DR. BASSFORD: No.

M5. KAUFMAN:  The definition of quality control
technol ogi st, that is page 869, "neans an individual neeting
the requirenents of 900.12(a)(2)(i)," and if you | ook under
(a)(2)(i) -- oh, and then we go into (ii), but under (i), it
says "and" at the end of (B). So, that usually neans both.

It is kind of confusing.

DR. BASSFORD: What page are you on?

M5. KAUFMAN:  The definition is on 869, and that
refers to 907, (i) has an "and" at the end of it.

DR. KOPANS: Wi ch page is the one that has the
(i)?

M5. KAUFMAN. 907, (2) radiologic technol ogists.

It references (i), but if you go to (i), and the end of (i)
it has an "and.”

DR. BASSFORD: "Al'l manmmogr aphi ¢ exam nati ons
shal | be performed by radiol ogic technol ogists."”

M5. KAUFMAN:  Right. The definition of the

guality control technol ogi st on page 869 says that they wll
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meet the requirenments of 900.12(a)(2)(i).

M5. McBURNEY: The general requirenments, not the
speci fi ¢ mamogr aphy requirenents.

M5. KAUFMAN. | think that is what it is supposed
to nmean, but when you | ook under (i), it has got an "and" at
the end of that paragraph.

DR. BASSFORD: | think where it goes to (2)(i),
that is where it would stop for a quality contro
t echnol ogi st .

M5. KAUFMAN:.  Even though there is an "and" at the
end of (i)?

DR. BASSFORD: Roger can clarify. | think you are
in the wong section.

DR. BURKHART: Roger Burkhart from FDA. The way
it was intended was just to apply to (i). |If we had neant
it to apply to all of the requirenments, we would have | ust
said (a)(2).

DR. BASSFORD: So, in this case you would ignore
the "and" at the end of (i)?

DR. BURKHART: Right.

DR. BASSFORD: So, currently the QC technol ogi st
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does not have to neet the qualifications of a mamographic

technologist. There was a |ot of comment about that. That
is one |level that the FDA needs feedback fromthe commttee
on.

The second | evel is whoever that person is, can
t hey supervise less qualified people to performsone of the
tasks, and if so, does the conmittee want to say which tasks
they are confortable with | esser qualified people perform ng
or not.

So, it is kind of three levels. The first is
shoul d the QC technol ogist, should the current description
of that person stand, which is X-ray technol ogist, should it
be |l ess stringent or should it be nore stringent. | have
heard sone feedback that sone people feel it should be a
mammogr aphic, it should neet the qualifications for a
manmogr aphy technol ogi st.

Does anyone want to nake a strong argunent
ot herw se? kay. Cass.

M5. KAUFMAN. | don't have a strong feeling about
this other than the fact that | know there are a | ot of

facilities that do have quality control people who are
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specifically trained and assigned, and that is their
full-time job is to do quality control, and | don't know
that they are right, but |I think they would be upset at
having to take tinme away fromtheir nmammography technol ogi st
to do sone of the other tests.

DR. BASSFORD: If you look at a relatively small
facility, they may have one mamrography tech who i s busy
doi ng mamogr ans, so shoul d that person be taken away to do,
say, processor QC. | think that is sonewhat what we are
| ooki ng at.

Dan.

DR. KOPANS:. Again, | would suggest that she
shoul d supervise. As | say, you can train soneone to do the
sensitometry and run it through the processor, and then go
over it together, but | think the manmography technol ogi st
shoul d be the supervising quality control person.

DR. BASSFORD: Joel .

DR CRAY: | agree with that. W have about 10
quality control technol ogists at our facility, and 9 of
those I wouldn't trust going into manmmography. They haven't

seen the artifacts, they are not getting any continuing
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educati on i n mammogr aphy, they don't understand the
pr obl ens.

Yes, they can do sensitonetry, but they sure can't
| ook at a phantomfilm and they sure can't | ook at patient
films and determ ne what is wong with them and | ook at the
films for artifacts and that sort of thing.

DR. PATTERSON. So, you are saying that it should
a mammogr aphy technol ogi st supervi si ng?

DR. GRAY: | would go a little further than
super vi si ng.

DR. PATTERSON: You are saying that it should be a
manmmogr aphy technol ogi st ?

DR. CRAY: The problemis in allowing for the fact
that sensitonmetry can be done by al nost anybody t hat
understands the basics. It is the eyeball and the brain
education for artifacts, image quality, phantom i nmages that
| don't think you can del egate to soneone that is not
working in that area and understands what is necessary.

Now, if you can say that they can supervise
sonebody, does that nean they can supervise a chest

technol ogist to look for artifacts? | don't think so.
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DR. PATTERSON. So, that goes back to you say it
shoul d be a mamogr aphy technol ogi st who is doing the
quality control

DR. BASSFORD: Who does all the quality control
tests.

DR. GRAY: | am hedging in saying that
sensitonetry can probably be done by soneone el se.

DR. KOPANS: | think I would agree again with
Joel, that the nmechanical parts of QC can be supervised.
Again, | agree, you have got to know what you are | ooking at
to understand i mage quality, as well as phantom i nages. So,
| would agree with Joel.

DR. BASSFORD: So, the sense of the conmttee is
t he QC technol ogi st shoul d be a manmogr aphy t echnol ogi st,
but that certain tasks could be perforned by personnel wth
| ess qualifications provided they had adequate supervi sion
by the QC technol ogi st.

O her than sensitonetry, what el se would be a task
t hat woul d be consi dered appropriate for |less qualified
personnel ? Rita.

M5. HEI NLEI N: Dar kr oom cl eanl i ness.
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BASSFORD: How about dar kr oom cl eanl i ness?

PATTERSON. That sounds |i ke a good one.

T 3 3

BASSFORD: Anyt hing el se? Cass.

M5. KAUFMAN: Relative to these regulations, it
sounds |like the very |least that you do want to add (ii) to
this quality control technol ogi st, because that is the
person responsi bl e.

DR. BASSFORD: If we make it a mammographic
technol ogist, then, all we need to do is say that they neet
the qualifications as defined for the mammography
technol ogi st, so you would just refer it, as Roger pointed
out .

M5. KAUFMAN. | am saying you would add (ii).

DR. PATTERSON. You elimnate the (i).

DR. BASSFORD: Just elimnate the (i), and then it
woul d be the entire definition of a mamographic
technol ogi st, but you guys can figure that out. | nean |
don't think we need to.

Rut h.

M5. McBURNEY: | don't know if it is a problemor

not, but in a very large facility, would that person be able
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to -- if you make it required for themto be a mammo tech --
woul d they have tine, if they were totally QC, tinme to get
in the nunber of exans that they would need to continue
being a manmo tech?

DR. BASSFORD: Joel .

DR. GRAY: That is exactly the reason for
specifying this is to say that this task is so inportant
that if the radiol ogi st expects the technol ogist to do 20
exans a day, then, this person should do |less than 20 a day
and have the tinme given to themto carry out these tests.

DR. BASSFORD: Ckay. So, what we have done is we
have strengthened or nmade nore stringent the requirenments
for QC technol ogi st.

DR. PATTERSON. That wasn't your comment.

DR. BASSFORD: And we haven't allowed very many
tasks open for less qualified people than a mammographic
technol ogist. So, we have really nmade the regulation a bit
nore stringent than it was in response to the comments.

DR. HOUN: | had a question in ternms of you are
asking to prescribe tests which cannot be del egated to

non- mammogr aphi ¢ technol ogi st s.
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DR. BASSFORD: Currently, as it reads, it appears
that all the tests should be done by the QC tech.

DR. HOUN: And right now you are saying that the
QC tech should be defined as a nammo t ech.

DR. BASSFORD: Correct.

DR. HOUN. But that person, | thought the
recommendation was is responsible to see that the QA program
happens. But do you want to prescribe what that person can
and cannot do versus the 11 QC tests?

DR. BASSFORD: Well, here is what the reg says,
"responsibility for all individual tasks,"” and maybe the
guestion is, to clarify, what does responsibility nmean. Any
tasks that aren't assigned to the physician or the nedical
physicist are then left for the quality control technol ogi st
under (iv).

M5. KAUFMAN. But they don't have to actually do
the tests, they have the responsibility for them

DR. BASSFORD: But there is no clarification of
what that means, and there is nothing that addresses who
shoul d be performng the tests here. That is why we got

such a broad range, | think, of coments on it, because
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peopl e were uncl ear on who could perform sone of these
tests.

VWhat | am hearing fromthe commttee is nost of
the tests they feel should be actually perfornmed by soneone
who neets these nore stringent guidelines for a QC tech. Am
| interpreting the sense of the commttee correctly?

Rita.

M5. HEINLEIN: First, to get back to sonewhat that
Rut h brought up, yes, | do believe that even if it was a
mamogr aphy technol ogi st doing all of these quality control
tests, that they would still have sufficient tinme to neet
t he experience requirenent that would be in the regul ation.

| don't think that would be a problem | nean at
100 manmograns a year, as it is right now, I think it would
be nore than enough tine to do 100 nanmopgrans a year in
addition to the quality control requirenents.

Back to this, | think that the quality contro
technol ogi st -- and | support Dr. Kopans on this -- who is
responsi ble for all these individual tasks, should be a
manmmogr aphy technol ogi st, and maybe if it is stated |ike

that, then, it would give the facility sone flexibility in
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that if they did have a processor technol ogist, you know,
soneone who just did sensitonetry, they could do that.

They nmay al so have a bioengineer in their
departnent or a nedical physicist in their departnent that
does the screen contact tests. | nean if we said that only
a manmmogr aphy technol ogi st could do it, that may say that
t he physicist would not be able to do those tests that the
technol ogi st is responsible for.

So, | agree with the quality control technol ogi st
shal |l be responsible for the supervision of the quality
assurance program not assigned to the lead interpreting
physi ci an or nmedi cal physicist, and that that person should
be a manmmogr aphy technol ogi st.

DR. BASSFORD: But you are saying that certain
ot her tasks, like processor QA could be assigned to |ess
qual i fied personnel. Yes, with supervision?

M5. HEINLEIN. Wth other qualified personnel.

DR. BASSFORD: But not necessarily neeting the
qual i fications of a mammography technol ogi st?

M5. HEINLEIN: Correct, but the person who is

responsi bl e for making sure that everything is done
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correctly and assessing the QC program would be a
mamogr aphy t echnol ogi st.

DR. BASSFORD: But | am not hearing universal
agreenent on whet her processor QC falls in that "okay to
del egate" category or not.

DR. HOUN: But maybe that should be left up to the
facility because each one will have different strengths with
their different personnel.

DR. BASSFORD: Do you want to |leave that up to
whi ch tasks get del egated, do you want to | eave --

DR. PATTERSON. As long as there is a supervising
QC tech is responsible for what is done and the
interpretation of it, | don't see where we should
m cromanage how each facility operates.

DR. BASSFORD: Joel, then Esther.

DR. CGRAY: | agree with your comment about
m cromanagi ng, but on the other hand, if we don't define
what the responsibilities are, then, the managi ng QC tech
coul d del egate the phantom i magi ng and the interpretation of
themto the darkroomtech, who is not even an RT

There is a fine line here between m cromanagi ng
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and having the job done by sonebody that knows what they are
doi ng.

DR. BASSFORD: Esther, did you have your hand up?

M5. SCI AMVARELLA: | agree with Joel. | am scared
wi th managed care with who performwhat, in particular in
comunities that they don't have any staff and qualified
peopl e they could delegate to, | don't know, a person with
poor skills.

DR. KOPANS: | was going to suggest you m ght be
able to rephrase it in a way that suggests that the QC
requi renents other than those requiring image anal ysis or
phant om i nage anal ysis may be del egated wi th supervi sion.

The ot her question, Larry, you did | think a study
on the cost of all this QC. Do you have any data on how
much tine it takes, so is it possible for a QC technol ogi st
or the only manmo technol ogist in a group to do the QC and
al so keep up with the clinical |load, did you have any data
on that?

DR. BASSETT: Well, only in the sense that we
counted up the hours and, you know, tried to translate it

into how nuch tinme per year
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DR. KOPANS: How many hours was it?

DR. BASSETT: |If she did all the tests herself,
probably about four weeks a year just doing QC activities,
but now you have to renenber if you have a | ot of
technol ogi sts, that that is not as tine-intensive per
t echnol ogi st .

DR. BASSFORD: But for a snmaller facility, there

is amnnmm and that is four weeks.

DR. BASSETT: Well, no, | amtal king about -- that
is not correct -- | amtalking about when you have three
mamogr aphy units, and we specified the exact -- | can't

remenber specifically. Let's just say it's a lot.

DR KOPANS: But that four weeks is 160 hours, is
that right?

DR BASSETT: Right.

DR. KOPANS: So, 160 hours out of --

DR. BASSETT: But not everyone agrees with that
time estimate, | nust say. Wen Dr. Smith who did that cane
here, she was told that it was excessive.

DR. KOPANS: But what | amsaying is you could do

a calculation that would say that this should require one
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hour a day of a technologist's tine or 30 mnutes of a
technologist's tinme, or sonething |ike that.

DR. BASSETT: Cass, do you have a feeling for how
much you expect themto do per day, | nmean how many hours or
what ever? Has anybody got that?

MS. KAUFMAN:  No.

DR. KOPANS: | would think that it is manageabl e.
It mght put a burden on, but it is manageable. You know,
you don't have a technologist -- even in |arge practices,
the technol ogist isn't doing QC constantly, so that | think
you could do those cal cul ations and figure out that it is
possible to be the QC technol ogi st and do the manmogr ans,
al t hough the | oad for mammography may have to be reduced.

DR BASSFORD: Betty was next.

DR. PATTERSON. | guess the question becones what
does the term "supervise" nmean, and | guess that is the
probl em

DR. BASSFORD: Gui dance?

Joel, did you have a conment ?

DR. GRAY: A comment based on what Larry and Dan

were just saying. W are tal king about |less than 0.1 FTE,
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it islike a 0.08 FTE, and that is not an excessive anmount
of time. That is 0.08 tines 40, that is 3.2 hours a week.
That is | ess than an hour a day.

DR. BASSFORD: Wat do people think of Dr. Kopans'
suggestion to all ow everything except things requiring imge
anal ysis, be it phantomor clinical imge, to be del egated
W th supervision? |1s that sonmething we could hand FDA as a
consensus along with the increased requirenent for the QC
tech? Penny.

M5. BUTLER No, | wouldn't agree with that. Just
because sonet hing, for exanple, the equipnment check list, it
doesn't involve any imges, but it certainly involves a
know edge of the equipnment, and | think that really needs to
be done by the mammography technol ogi st.

Personally, | think all the tests need to be done
by the manmography QC technol ogi st with the possible
exception of processor quality control and darkroom
cl eanl i ness.

DR. BASSFORD: Bar bar a.

DR. MONSEES: | would like to say that | think we

shoul d take the high road here and have the QC technol ogi st
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probably be responsible for all of it and probably do it
except maybe a few things, such as doing the sensitonetric
strips.

| think it is not only a question of doing them
and doing themright, but putting it together as a package
with the clinical imges, know ng when the processor is
cl ean, know when the inages | ook different, et cetera. |If
you have too many people involved, there is going to be a
| ack of comuni cation and you are not going to catch things
as qui ckly.

| think it doesn't sound like this is
overburdening the facilities, and I think it is in the best
interests of the technical quality of the exam nations.

DR. BASSFORD: That noves us on to our next snal
set of comments about the QC technol ogist. Some people said
this should just be one person because they are going to be
supervising everything that is going on, and they need to be
one person to put it together, versus people that said this
shoul d be nultiple people because we will need nultiple
people to neet the QC needs of our facility.

There isn't anything in the -- the |anguage j ust
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kind of has an "s" on the end of technologist, inplying it
could be nore than one. So, | got comments both ways.

Does anybody have any conmments on that? Barbara.

DR. MONSEES:. For purely practical reasons, you
can't just have one person because of vacation, sick |eave,
et cetera, and these things need to be done, sone of them on
a daily basis. So, there needs to be nore than one person.
There needs to be a backup. How many backups, | don't know
whet her we need to put a limt on that, but in the
hi gh-volune facilities, it is very possible you need nore
t han one backup, as well.

DR. BASSFORD: Penny.

M5. BUTLER | really think this needs to be left
to the discretion of the individual facility and what their
particular situation is.

DR. BASSFORD: Betty.

DR. PATTERSON: | agree with both of the conmments.
| think that everyone, you have to have a backup, otherw se,
if your QC tech calls in sick, you are going to not do
anyt hi ng because you don't have sonebody to do the

processor. So, you have to have a backup for it, but I
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don't think that should be | egislated as to how many backups
and when and why, and et cetera.

DR. BASSFORD: Joel .

DR. GRAY: | think one person is responsible, but
nmore than one person can be involved in doing the tests. M
concern woul d be getting into a situation where, as Betty
points out, you only have one person there.

Perhaps this is sonething that is better put in
gui dance, that if you have 10 technol ogi sts, you probably
don't want all 10 of them doing quality control because none
of themw || develop the expertise they need.

DR. BASSFORD: One final question was sone
coments on whether, if the QC technol ogi st is unavail abl e,
whet her physi ci ans and physicists are qualified to perform
the QC tests. This person felt vehenently that they were
not .

Wy don't you go ahead to the next comrents.

[ Over head. ]

DR. BASSFORD: | just wanted to cover sone
additional coments that didn't fit easily under any of the

guestions that FDA put to us.
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One was just a comment regarding quality assurance
records, that this was too nuch burden. There were severa
comments that said the QA nanual should be the sane manua
in every practice and it should be the ACR manual, and then
some comments on who should sign off on the manual

Currently we have the physician, and the |ead
interpreting physician and the physicist signing off on the
QA manual . There were several suggestions, although sone of
t hem were xeroxed copies of each other, to add the QC tech
to the sign-off sheet, and several suggestions that the
physi ci st sign-off should be limted to equi pnent-rel ated
QC, so that there wouldn't be an inplication that the
physician | guess or the physicist was taking responsibility
for kind of approving the entire QA manual

Then, several comments on the frequency of signing
of f the manual, suggesting that the QA manual shoul d be
revi ewed annual ly, presumably updated, and then have
everybody sign off again.

| kind of lunped those together. | don't know if
there are any comments in terns of making any suggestions

based on these comments or if the commttee feels that the
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way the QA manual is described is adequate.

Rita.

M5. HEINLEIN: | do agree that the QC technol ogi st
shoul d have their nanme on the sign-off also. | mean they
are responsible for doing the QC tests. | think they should

put their nane to the page.

DR. BASSFORD: Any ot her comrents? How about the
i dea of an annual sign-off, any feelings one way or another?
j oel .

DR. GRAY: | believe that already exists because
as part of the physicist's review, he is supposed to review
the technologist's tests and note that as part of the report
that that has been done and that they are being carried out
adequately, so that in effect is there.

DR. BASSFORD: There was a suggestion -- and |
will just read it because | wasn't really clear that | m ght
understand conpletely, there were several xeroxed
suggestions -- "Recommend that the requirenent for a
techni que chart be added to the nmanual and that the term be
defined to include, but not limted to, the typical

techniques the facility would use. |If exans are perforned
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in the manual node, the technique chart shall include nanual
t echni ques. "

DR. GRAY: To back up, | stand corrected. It is
the ACR nmanual that requires that the physicist review and
sign off on QC tests. It is not in the regulations.

DR. BASSFORD: So, currently we don't have any
recomendation for periodic sign-off on the QA manual

What about the idea of a technique chart, does
anyone have any feelings about that being added? This would
be a totally new addition to the QA manual

Rita.

M5. HEINLEIN: Isn't there sonewhere in here that
there is a technique chart available at the equi pnent? |
t hi nk sonewhere in the equi pnent requirenment there is
sonet hi ng about a technique chart. | don't know for
certain. Do you know if there is? Do you renmenber anything
about that Penny?

M5. BUTLER  There is sonething in the AEC section
that if you don't neet the plus or mnus 0.3, you need to
have a technique chart, but obviously, if you do neet plus

or mnus 0.3, the way it is worded right nowit is not
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required to have a technique chart. | personally think it

woul d be a good idea to have a techni que chart required.

M5. HEINLEIN: | think it is inportant to have a
technique chart. | don't know that the best place for it is
in the QA manual. | think the best place for it is in the

mamogr aphy room next to the equi pnent.

Dan.

DR. KOPANS: Maybe | amwong. Isn't an automatic
exposure control required for equipnent?

DR. BASSFORD: Yes.

DR. KOPANS: And then the only tine | think you
woul d need a technique chart is if you are doing inplants.
So, why would you require a general technique chart? | nean
if your AEC isn't working, then probably that nmachi ne
shoul dn't be used.

M5. BUTLER  But not all mamography equi pnent
sel ect kVp for you, and sonme of the units you have to
manual |y sel ect the kVp, and then your mAs is determ ned.

So, a technique chart would include --
DR. KOPANS: |If you were using 26 kV, and the

breast was too thick, you would have a techni que chart that
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woul d tell you to get back -- | don't know, | have just
never seen that really cone into play in practice, but maybe
there is sone facility where it does.

DR. BASSFORD: Rita.

M5. HEINLEIN. | think it definitely cones into

practice particularly with equi pnment that nay be a few years

old where it doesn't really -- |I hope | amusing the correct
physics termhere -- track, is that correct? So, you would
have to make adjustnents in the kV. It doesn't

automatically adjust the kV for breast density or thickness.
DR. KOPANS: There is a requirenent for |inear
tracki ng, though, of AEC, isn't there?
M5. HEINLEIN: It is the sanme, that if it doesn't
neet that requirement, then, there would have to be a
t echni que chart.
DR. BASSFORD: Would the technique chart be better
di scussed with equi pnment or do you think it needs to be part
of the QA manual? |If it is going to be very
equi pment - speci fic, then, maybe we should discuss it with
equi pnment .

M5. HEINLEIN: | don't think it is necessarily
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equi pnent -specific, so this may be the best place to discuss
it, but I don't knowthat it should be in the QA nanual as
much as it needs to be posted wth the equi pnent.

DR. BASSFORD: Joel .

DR. GRAY: | think the point that Dan nmakes is a
very good one. You basically -- you don't have much control
over these nmachines. You don't need a detailed technique
chart. You may want to have one that says if the breast is
over 8 centineters, then, go up in kV or sonething.

| think this would be better |eft for guidance,
and nmaybe put a comment in here that a techni que chart
shoul d be used or -- | don't know want to say should or
shall, 1 don't want to say maybe -- a technique chart is
good practice.

DR. BASSFORD: Cass.

M5. KAUFMAN. | don't know whether it is inportant
whether it is a major issue, but | can tell you that it is
gquite common to see a facility with nultiple technol ogi sts,
and each technol ogi st uses a different technique on their
routine patients in ternms of not only kVp sel ection, but
density.
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So, if you ask what they use for a 4.2 cm 50-50
breast, you nmay very well get three different techniques,
and it may be that radiol ogists have different preferences,
you know, and that is why they are doing that.

| mean | amnot offering an opinion on that, I am
just saying that that is a common thing that we see.

DR. BASSFORD: Penny.

M5. BUTLER Currently, the ACR manual requires
that you have a technique chart. It is sonmething that every
facility has, every inspector checks. | don't think it is a
burden to continue having it a requirenent in the
regul ations, and | think we could have a statenent here that
an accurate technique chart is required, or sonmething |ike
that, and should be posted near the equi pnent.

DR. BASSFORD: So, we are reconmending that a
t echni que charge be avail able or posted visibly, but not
necessarily be part of the QA manual ?

MS. BUTLER  Sure.

M5. HEINLEIN: | think the way Penny said it is
correct, just that there be a technique chart --

DR. BASSFORD: -- available. Yes. kay.
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Dan.

DR. KOPANS: If you are going to have a techni que
chart requirenent, then, the place for it is at the
equi pnent, | absolutely agree with that. | think, though,
the issue of requiring technique chart is sonething that
maybe you should think about a little bit nore. It is fine
to say that ACRrequires it, but maybe ACR needs to rethink
and see do we really -- | think that was back in the days
when there wasn't |inear tracking of the automatic exposure
control systens.

DR. BASSFORD: Penny.

M5. BUTLER Perhaps | can clarify this alittle
bit nore. Many systens that are currently out there wll
not preselect the kVp for you depending on the breast
density and breast thickness. This is sonething that the
t echnol ogi st has to do, and what they will do is check the
t hi ckness of the conpression, if they have old filns, they
| ook at the density of the breast, and they select 22 kVp or
30 kVp dependi ng on what they are working wth.

The techni que chart woul d specify based on those

paraneters what they should dial in. On the colum next to
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the kVp columm, it would say the density control. If you
have a systemwhich the AEC is tracking well, everything
woul d be normal. On the systemthat is not tracking quite
as well, you would have variations of plus 1, mnus 1,
sonething |ike that.

DR. KOPANS: Do we want w thin MXSA systens that
aren't tracking properly? | nean it seens |like you are
specifying a requirenent for equipnent that is not operating
properly as a backup. | understand the point you are
maki ng.

It would seemto ne that then you could just say,
for a breast that is this thick, because nost of the tine if
you have old filnms, you can't tell what percent fat and what
percent fibroglandul ar tissue.

So, maybe if it is a 6-centineter breast, you have
got to go up to 27 kVp with that piece of equipnent, but |
am not even sure the technique chart really hel ps you that
much because you don't know the actual density of the
breast, but | don't think we should specify technique charts
to get around having properly functioning automatic exposure

contr ol
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DR. BASSFORD: Maybe a final comment on techni que
charts?

DR. GRAY: To address Dan's concern, the
regul ations do state that by the year 2000, all systens w !l
function wthin plus of mnus 0.3 in density, and that
shoul d cover the entire range, and by 2005, it will be plus
or mnus 0.1. So, we are focusing in on that and trying to
get down to that.

| agree, at that point, the only reason you woul d
want to go up on kVp for the denser breast is to perhaps
reduce the overall exposure tine.

DR. BASSFORD: There was one comment that noted in
paragraph (iii), that one of the requirenents for the QA
manual is that all staff nenbers, who are assi gned
responsibility for the QA program are qualified, and just a
comment that if these individuals have already had their
qualifications included in the initial application, that it
shoul dn't have to also be in the QA chart.

| think I have one nore. Let ne just run through
t hese, because there are just two. Well, | wll let you do

this now.
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M5. KAUFMAN. | just wanted to nmake sure that Dr.
Kopans realizes, too, that in these proposed regs, that when
was say 2000, it isn't 2000, it is five years after the
final regulations. Wsn't that the 2000 year?

MR. SHOMLTER  Yes, that is the intent.

MS5. KAUFMAN. Since these are going to be
finalized in 1997, we are really tal king about 2002 and
2012.

DR. BASSFORD: And then just a final coment
regardi ng the nmedi cal physicist responsibility as defined in
(f)(iii), the mddle of the m ddl e paragraph, several
recomendations -- again, that all seemto have been witten
simlarly -- to revise having the nedical physicist survey
manmogr aphy equi pnent, to survey and eval uate the
manmogr aphy equi pnent .

This woul d be under the responsibilities of the
medi cal physicist under quality assurance-general.

And then one wordi ng comment on page 14908, when
t he nedi cal physicist QA responsibility is being described,
but uses the nore general wording of quality assurance

rat her than equipnment-related Q. So, just a comment to
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make that fit the wording that we have deci ded on for the
medi cal physicist responsibilities.

DR HOUN. | amjust playing devil's advocate. So
far in this nmeeting, we have gotten good additions, sone
revisions, but | haven't seen anything really in terns of
anything to cut back, and yet the overwhel m ng concern from
facilities is it is too nmuch, too nuch regulation, it is not
broken, don't fix it, it costs too nuch.

So, in looking now at this section, | asked this
before fromthe QA-Equi pnent, and we coul dn't think of
anything to delete, is there anything here where you don't
need it as law? It is very good practice, it nakes good
sense, maybe it's the role of the professional society to do
nore education, it's the role of the nedical society to step
up to the plate and talk effectively to patients, as well as
to technol ogi sts, whatever

| just want to know from people's bottomline,
what is essential for regulation, what is essential for
regul ati on.

DR BASSFORD: Penny.

M5. BUTLER: There was a | ot of discussi on about
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(1i) in this communication issue with the interpreting
physi ci an and technol ogi st, and again, | would like to throw
this in as a possibility.

Again, | think it is common sense, | think it is
sonmet hing that should be done, | think it is sonething that
coul d be stressed in guidance, but | find comrunication |ike
this to be a very difficult thing to regul ate and enforce.

| would Iike to see this go in the guidance.

DR. BASSFORD: So the suggestion would be to
del ete the words "shall provide feedback on the quality of
the mamograns they interpret to the radiol ogi c technol ogi st
produci ng those manmograns,” but to keep "shall participate
inthe facility's nedical outcones audit” so the entire
definition of interpreting physicians would basically read
that they should participate in the audit? Wuld that be
t he del etion you are suggested?

DR. HOUN: Well, even that is somewhat redundant
inthat | think the audit says that there is a | ead person
identifying issues and contacting the other interpreting
physi cians for issues and results and di scussi on.

DR. BASSFORD: So, we could delete, then, that
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entire paragraph describing the interpreting physician as a
position in this quality assurance section if the commttee
feels that that conmunication bit can be del eted.

Rita.

M5. HEINLEIN: If | was told what could we delete
in this section to try to get rid of some regulation, |
woul d say that is it. That could go out.

DR. HOUN: The other controversy was this
techni que chart and whether it should be in the manual.

That is al so sonewhere.

M5. HEINLEIN: It does not have to be in the
manual .

DR. HOUN: How about this manual ? W are now
telling people what is in this manual. | just don't know.
| mean | was just wondering whether the current |ist of
people, the sign-offs, the records of responsibility. Sone
of it, can that be left to guidance, and what is a nodel
manual ?

DR. BASSFORD: Let's think of it differently. |Is
there any parts of these that are really critical elenents

of any QA manual that would need to stay in mght be a good
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way to look at it.

Dan.

DR. KOPANS:. | was actually going to do it the
other way, and that is that a lot of this recordkeeping is
very time-consum ng and repetitive. | don't know what the
solution is, but | nean we have huge not ebooks, and when our
i nspectors cone in, they have their check lists, and if you
don't have that page with that signature in the appropriate
time frane, you get a little -- of course, we are always up
to date -- but if we weren't, we would get a little check
that we weren't.

| would really have to go through al nost item by
itemand say does this really need to be in this manual, and
have a check after it, but | amnot prepared to do that
right now, but it's big, it's too nuch.

M5. SCl AMVARELLA: | don't know. People follow
nore. |If there is sonmething to discuss what to do, people
go by the law, and the Federal Register, nore going to the
gui delines, and | have a concern to have precise information
here that the people, and not only in this regulation, but

any kind of regulation, people like to refer to the Federal
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Regi ster nore than the guidelines.

So, | think we need to be precise to include
things as sinple as possible in the regulation in general,
woul d say, | don't know.

DR. BASSFORD: | have to say personally with
regard to QA manuals in general, that the key elenents are
pretty much what is here in terns of who is doing it, what
the action |levels are, and what you do, and docunentation
t hat you have taken the appropriate action when you hit an
action |evel.

Those are kind of the key elenents of any quality
assurance docunentation, so at |east those three things
really kind of need to be there: what you are doing, when
you are doing it, whether the problemresolved.

DR. HOUN. What about | anguage like that, the
qual ity assurance manual shall contain --

DR. BASSFORD: -- the followng five key el enents.

DR. HOUN:. Issues inpacting on quality, the
corrective action docunented. | nmean here we are saying
sign-of f pages, and not exactly what you are sayi ng.

DR. BASSFORD: It's wordier, but if you read it,

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

even though you guys put a lot nore | anguage in, that is
what it kind of conmes down to. So, | don't know if the

| anguage is so confusing to people that it is the | anguage
that needs to be pared, because |I think the elenents are
pretty basic. That is nmy opinion

Joel .

DR. GRAY: | guess, first of all, I would like to
make a comment to Flo. The mnd-set | had in going through
here was not reduction of words or regulations. | got the
i npression from previous neetings that we were sort of,
shall | say, stuck with what we have here, and we were goi ng
to massage this a little bit.

| f you want to know what can be elimnated from
this, then, I think we should go back and go through the
process where we through and redline things that we think
are unessenti al .

Wth that in mnd, and relative to the QA manual
we are back in this conundrum again where if there is no
regul ation, there is no check-off for the inspector to
check. | would |like it to say, period, there should be a QA

manual , end of discussion. It should be there. But if you
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don't say what should be in that QA manual, then, what are
you going to inspect against?

DR. KOPANS: The corollary to that is then you
| eave it open to the inspector to decide whether or not you
are doing things correctly. So, it is a two-edged sword,
agree. Fromny perspective, the regulations are inportant
to make sure we are providing high-quality services, but
t hey should not be punitive for people who are doing a good
job, and if you don't then spell out what is right and what
is wong, we have seen this in the past with HCFA
i nspectors, who are just deciding on their own what was
correct and what wasn't, and it caused a | ot of problens.

So, | support the effort to try and reduce the
regul ati on, but whatever is regul ated needs to be spelled
out carefully, so we know what is right and what is wong
for the regul ators.

DR. BASSFORD: Rol and.

MR. FLETCHER Normally, at least the first tine
around, | think you need to have perhaps nore rigid, nore
regul ati ons than you are going to anticipate in the |ong

run, because people need that firmgrasp to get started. It
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is alot easier to back off fromregulations |ater as
experience tells you they are not necessary than to try to

i ntroduce regul ations |ater that you haven't established the
first time through.

DR. HOUN: | guess the interimregs have been in
effect since Cctober 1, 1994. Inspections are happening
now. They are on very general things in terns of the QA
manual . | nmean we are not inspecting are there sign-off
sheets. Here, we have a regulation sign-off sheet. This
opens the opportunity to require that inspection.

| amjust saying you are saying it is a two-edged
sword, and if you say we want a QA manual and then a
gui dance that describes what it should be, you have to be
careful to think that what is happening in inspection, you
need to separate a little bit fromwhat is happening in
regul ati on, because then the regul ation saying that there
shoul d be a QA manual, the inspection would be on the
presence of the manual, you are right, well, that |eaves it
open to facilities of poor quality to just have an enpty
not ebook with white pages, that is the manual.

The conundrum we are facing is that the reason why
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Dr. Friedman is saying | ook at cost effective, | ook at
essential -- and these are not new words -- two years ago,
in fact, we borrowed fromwhat Dr. Kessler said, he said the
sanme thing, you know, what is essential for quality, what is
enf orceabl e, you know, what needs the force of |law for these
regs.

It is just that we are com ng down to the bottom
I ine where people are going to have to live under this rule,
and the best rules don't necessarily nean the nost rules, so
this is an opportunity to think about what is best, and not
necessarily to think just is there and how can we reword it.

DR. BASSFORD: If you |look at what is here, it is
t he procedures, the action levels, list of individuals who
are doing it, records to show the qualifications of those
i ndi vi dual s, which we are requiring qualifications, the
probl enms directed, the corrective actions carried out, and
the effectiveness of the corrective actions.

DR HOUN. That is fine. | just want to nake sure
we have that opportunity because a | ot of the public was
commenting it is too burdensone, so we have gone through the

QC section on equi pnent, the QA section, and we haven't |ike
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made maj or changes, which is okay, but | just want to nake
sure we have that opportunity.

DR. BASSFORD: Any ot her comments before we close
this?

M5. BUTLER | would like to support Flo in her
comments. | would like to rem nd here that we are sort of
in a quandary here because, on the one hand, the coments |
reviewed was asking for a lot nore stuff in there, so we are
sort of struggling with one group of coments -- just |ike
FDA is -- on how can we nake the regul ations effective,

i nportant, but sinple to understand and sinple to enforce,
and just add things -- by taking out unnecessary things and
if we find it necessary, to include things that nany of the
commenters said was really inportant.

DR. BASSFORD: Unfortunately, for this particul ar
section, the burden comments were all |ike throw out the
whol e idea. | nean they weren't like, gee, | really don't
think that we need to docunent corrective actions, you know,
so there wasn't a ot of specifics to people' s conments
about burden, unfortunately, for this particul ar section.

can't speak to the rest of it.
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Cass.

M5. KAUFMAN. | think this issue actually is
relatively easy, and what we need to do is wth every single
requi renent is what | have suggested all along, is that we
focus in on what needs to be done by the facility. You
don't focus in on inspections, you don't focus in on the
burden of facilities.

You focus in on what needs to be done to assure
qual ity mammography. |If this particular itemis required to
assure qual ity mamography, then, that is what we need to
focus in on.

DR. BASSFORD: | would add, though, that you need
to focus on what the facility should do and can we inspect
against it and reasonably reassure ourselves that they are
doing that. If we can't, then it is silly to put it into
regul ati on.

M5. KAUFMAN. But those are secondary issues.

DR. KOPANS: Just a comment on that conment.
Facilities are | ooking toward inspection. As a matter of
fact, all these regulations are a burden. | think they are

a necessary burden, many of them but the questions that |
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get as | talk around the country is really, you know, what a
nui sance it is to do all this, and how can we do it nost
efficiently.

So, it is a problem | think the quality of
mamogr aphy has i nproved dramatically in the United States,
and | think a lot of it has to do with these kind of
efforts, but it is naive to think that people are -- these
regul ations are spurring people on to do higher quality
mamogr aphy. The regul ations are spurring people to not
break the law. Hopefully, the education is what is going to
make them do better nmanmography.

M5. KAUFMAN: For the worst facilities, it is the
regul ations that is nmaking them do quality mamography.

MS. SCI AMVARELLA: Unfortunately, it is that way.

DR. BASSFORD: Thank you.

DR. PATTERSON. Thank you, Tamy.

W will now nove onward into tonorrow s agenda,
and the first that we are going to do, because she has
assured ne it will only take a few nonents, is Amy Langer on
the Additional dinical |Inmage Review and Exam nee

Noti ficati on.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

We are | ook at page 14882, at Section 900.12(i).
Addi tional dinical |Inmge Review
and Exam nee Notification

[ Over head. ]

M5. LANGER This has to do with the ability under
the regulations for there to be additional clinical inmage
review if there is evidence that poor inage quality is
posing a sufficient risk to human heal th.

As well, if it turns out that that risk is
w despread enough, it would require the facility to notify
the public, which would include exam ning their designees,
and | am sure nedical providers, as well, such as referring
physi ci ans, so that, "they nmake take appropriate renedi al
action which mght include, for exanple, repeat exam nations
at another facility.

There were, you will be pleased to know, very few
comments on this particular section. The comments, however
were pretty consistent. The first thing is that the entire
par agr aph, which is right there, is too vague.

Anmong t he aspects needing clarification would be

who perforns the additional clinical inmage review
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Accreditation bodies and other entities as specified by the
FDA is what this says, but there was sone confusion, for
exanpl e, what then could be or would be the role of the
states, actual FDA inspectors, and who el se m ght be

desi gnated by the FDA

What is a serious risk to health, and how is that
defined? Wo are, for exanple, the designees of the
exam ners which are included here, and | think that we felt
we knew what we were tal king about when we suggested that
| anguage. Just to make it, for exanple, a famly nenber or
soneone else, but it confused the public.

Then, how are affected parties notified? The
actual mechanismwas |eft vague here, and it really did pose
a question. | amcertain that we had in m nd a whol e range
of activities, but that was questioned in the comments that
canme forward.

The second slide, please.

[ Over head. ]

M5. LANGER: The second comment was that this
m ght be okay for specific conplaints or concerns, but as

witten it is alittle broad, that if there were one
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particul ar type of risk or sonething that woul d have adverse
consequences that we could specify, it would be nore
under st andabl e.

Then, there was the question of how the provision
woul d be enforced. Lastly, there was sone confusion over
the relationship between activating this provision and
havi ng an appeal s process when the facility is actually on
the way to being shut down.

Sone of the people naking conmments said that it,
"sounds like a consent decree." | wasn't exactly sure what
t hey neant.

However, there were a few consuners or their
representatives who, "applaud inform ng exam nees," saying
t hat meki ng poor image quality a matter of public record
could inprove image quality.

So, | think anticipating sone of the need for
clarification in this section, the FDA has posed questions
to us, and it says, for exanple, should inspectors be
trained to do some aspect of clinical imge reviews as part
of the inspection, and | think another question is the |ast

poi nt there, how we could assess image quality on a nore
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routine basis, so as to assure that between accreditation
and reaccreditation, there is sone kind of surveillance of
image quality, and if image quality turns poor, posing a
risk to the public, there would be sonme way to determ ne
t hat .

Wul d anyone like to comment on the FDA' s
guestions - once again, would there be a role here for
i nspectors, if not, how could MXA better address quality
ongoi ng?

Rita.

M5. HEINLEIN. Well, we just had quite a heated
di scussion on the QC technol ogi st and the inportance of the
person who woul d be doing i mage anal ysis, whether that is of
artifacts or phantom that they be sonmeone who fulfills the
requi renents of a technol ogi st and al so neets the
manmmogr aphy qualificati ons.

| certainly feel that since we feel so strongly
about that, that whoever then m ght be doing clinical inmage
i nspection on site should also then neet those
qualifications of soneone who neets either the mammography

t echnol ogi st requirenents or that of the interpreting
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physi ci an.

So, if there are inspectors that neet those
qualifications, then, yes, | think they could certainly take
on that additional responsibility of clinical inmage review.

MS. LANGER:  Dan.

DR. KOPANS: | sort of second what Rita is saying,
and they woul d have to maintain their technical expertise.
| mage quality reviewis a very, very difficult process,
think. The American College of Radiology -- and | am not
actually involved in the accreditation program-- but don't
forget, and | assume the other accrediting bodies around the
country, require sending in optimzed inmages.

Again, Larry Bassett, | think did a study on how
often the so-called optinmal factors were seen in, | don't
know, 1,000 or nore wonen. Qur statistician has suggested
that we have to realize that mammography is not naking
wi dgets. If you are in a wi dget factory, you can pull out
five random wi dgets, and if one of themis bad, you know you
have got a statistically significant problem but with
mammogr ans, each woman i s an individual body habitus, al

different factors. You need to randomy sanple about 1,000
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cases to have any kind of statistically valid analysis.

So, this problem of ongoing i mge analysis, to
take your questions, Amy, fromthe last first, is very
difficult. Then, the issue of having an inspector cone in
and pull, you know, 15, 20 cases and tell a facility that
the quality of its mamography is inadequate is problematic.

| don't actually know the solution to the
guestion. | mean to a certain extent you can tell a bad
mamogr am when you see it, but it is nore or |less the
mammogr ans that are borderline, | think, that you woul d have
trouble with and then who is to decide.

M5. LANGER: So two points so far that the
i nspectors would have to neet the sane training and quality
standards, if you will, of an interpreting radiol ogist --

DR. KOPANS: At least, if not even nore rigorous,
to conme into a facility that is doing 30,000 nmanmograns a
year with great expertise, and tell themthat they are doing
a lousy job, they had better have a pretty strong background
to be able to do that.

M5. LANGER: Could I just ask you and R ta, who

have commented so far, who else mght do that? If there was
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sone sense that a facility needed additional clinical inage
review, it is not an inspector you both say unless that

i nspector is qualified.

DR. KOPANS: | think in terns of the actual
clinical inmages, | nean | think a technol ogist certainly can
review the artifact issue. Processor issues, | think are

fairly standardized. But in terns of the clinical inmge
assessnent, you would need a radiologist who is highly
trained in readi ng mamogr ans.

M5. LANGER:  Ruth.

M5. McBURNEY: The intent of the rule was to
provide it to the accreditation body to use in one of their
clinical imge reviews to |l ook at those. The rule itself
says facilities shall provide clinical inages as specified
by FDA for review by the accreditation body or other entity
designated by FDA, and | think it would have to be sonebody
as qualified as who the accrediting body woul d use.

M5. LANGER | think that was the confusion anong
the public in what would this other designee be.

M ke.

DR LINVER | would agree. | think this person
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cannot be any less qualified than the clinical image
reviewers who otherwi se review these images. So, it sounds
to me like in order to be consistent, that would be the only
way to resolve this.

M5. LANGER  Joel

DR. GRAY: How do you handl e the situation when we
have a conputer that can now evaluate -- which severa
peopl e are working on at this point -- to elimnate the
subj ectivity of the various radiologists? Are we going to
restrict that by meking a statenent such as this?

| amjust throwing it out for consideration.

M5. LANGER M ke.

DR LINVER | think we are still a long way from
t hat .

M5. LANGER Also, we are not talking about that
sort of routine imge assessnent using that kind of
intelligence. W are talking about a problem in
identifying a problem going in to assess through actual
review of images if there is a problem and then taking
action.

Fl o.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

DR. HOUN. The phrasing "other entity designed by
FDA," that is also repeated in the accreditation body reg,
but in the case where there were no accreditation bodies
that were either state or nonprofit organi zati ons, FDA woul d
be an accreditation body, and that is who we woul d
designate, but that is what the intent was, and we can
clarify that, because | do think that everyone believes that
clinical inmages should be evaluated by qualified
interpreting physicians, but we also have been using the
accreditation bodi es because they have expertise in clinical
i mage review.

My question in terns of this paragraph that people
had concern about, is in cases where we believe a facility
has seriously conprom sed health, let's say through an
i nspection we have phantominages that are terrible, or we
have a conplaint froma referring physician that these are
the films | amgetting as a conparison, they are terrible,
we are proposing to ask accreditation bodies to help review,
but the public is rightly confused on what should trigger
this, should those things be left to guidance, and al so what

is the mechanismfor the review at the facility, is sending
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one filmin, you know, you contact the facility, we received
a conplaint froma referring physician or you have received
a level 1 in your inspection, submt one filn? | nmean what
is the process to ensure a serious risk to public health
isn't happening at that facility.

M5. LANGER First, to address the confusion, I
think the cross-reference to the accreditation body | anguage
needs to be repeated perhaps here, because | think that is
what threw the people, they didn't go back and track the
| anguage and see what it was referring to exactly.

Carl .

DR DORSI: Just to answer part of Florence's
guestion, | think in that instance where there is
consi der abl e concern about an adverse event vis-a-vis
clinical imges, soneone nust go in there, and this should
be an on-site visit by a clinical team simlar to what the
ACR does now. | don't think you can ask themto send in
anot her examto be checked.

| have across this, and | am sure Dan and the
ot her people, the other radiol ogi sts have cone across,

getting films fromqualified accredited facilities that are

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

horrible. So, the only thing | can think of -- and this is
not taking into account the variation frompatient to
patient, these are bad -- so, the only thing | can think of
is either they don't give a damm after they pass the
i nspection or, to be even nastier, they have gotten ot her
films sonmewhere else to hand in for their accreditation.

| think there is a real value in randomon-site
visits by a trained team As a nmatter of fact, | personally
think that could supplant the entire inspection systemor at
| east markedly reduce it if you did sonething on the order
of inspecting three to five facilities at random per year,
that that would do nore to push everybody into better
clinical imges than asking themto send in one view |
think that is also good, but I think a randomtype of a
visit is also very good.

So, | think in this instance where there is a
serious or the possibility of a serious clinical inmage
probl em that sonebody has to go in on site.

MS. LANGER  Bob.

DR SMTH. | don't really know what you woul d

specify as a solution, but one thing really mght be just a
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day's work if you want to | ook at a certain nunber of
images, and it is alittle bit |ike repeat analysis. You
could get very little over a long period of tine, or a huge
nunber over a short period of tinme, but a nunber of
consecutive filnms on any given day m ght be a reasonabl e
strategy.

But the other thing here is | have sone concerns
that the definition of who mght the interpreting physician
be gets set by the accrediting body. W know ACR has very,
very qualified people on these teans, but neeting the
m nimal qualifications of the interpreting physician in ny
j udgnment doesn't make you a qualified reviewer of clinical
images in a facility that you suspect of being problematic.

Right now that is a real shortcom ng here
especially if you have the opportunity to designate an
entity in the absence of an accrediting body that you m ght
use.

| think what Dan is suggesting and what Carl is
suggesting are not necessarily to supplant the accreditation
program but the idea that a teamgoes in and follow ng an

al gorithm that doesn't involve a random selection so nuch or
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a certain nunber of filnms, but just |ook at every one done
in arow as a reasonable proxy of how you were doi ng.
MS. LANGER  Rut h.

M5. McBURNEY: In situations that we have had in

which it was necessary to do sonething |ike that, | think
you can order themto -- you are usually tal king about a
certain tinme frane -- the situation |I amthinking of was one

in which there was no QC done for a period of three nonths,
you could demand that they pull filns froma specific tine

frame and send themto the accreditation body for clinical

i mage review and also to | ook at the phantomi mges, as well
fromthat tinme frane.

M5. LANGER  Tammy.

DR. BASSFORD: | just think you would want the
nmost -- this is a serious decision if you think about the
pani c for consunmers about being notified, you know, broadly
in a comunity that the imges that they have had perforned
are inadequate -- so, to ny mnd, sending the nost qualified
peopl e out to make sure that when that decision gets nmade to
make that kind of -- you know, sonething that at | east

| ocally could have significant public health inpact if wonen
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| ose faith in the manmography being perforned in their
community -- you would want to be assured on that side of
things that it is the nost highly qualified group of people
possi bl e maki ng a decision that this, in fact, is kind of

t he mammogr aphi ¢ equi val ent of an enmergency and needs that
kind of an extrene response.

So, the SWAT team ki nd of idea that Carl proposed
i's, you know, | think there may need to be a recognition
that the peopl e maki ng assessnments upon which these
decisions will be nmade need another |evel of expertise,
think is kind of what we are sayi ng.

M5. LANGER: Charlie had said sonething this
nor ni ng about random sanpling. Do you have sonme conmment to
take in this discussion?

MR. SHOMLTER: Actually, | think that will cone
up when we are tal king about the accreditation body one, but
this is an issue that was raised by GAO what is the
appropriate -- and | think Flo was addressing that, too --
what is an appropriate nmechanismfor followup for a
facility that, for whatever reason -- and there are a | ot of

reasons that you m ght get information where you think this
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facility may be in trouble, how do you follow up, how do yo
verify this, how do you indeed establish through credible
evidence that this facility needs to do sonething up to and
i ncluding notifying patients, because Tamy is right, that
is an extrenely serious decision, not affecting just the

facility, but all those wonen who got exam ned in the

facility.
DR. BASSFORD: And other facilities in the area.
MR. SHOMLTER  Yes.
M5. LANGER:  Est her.
M5. SCI AMVARELLA: | agree wth what Tammy said,
and, Carl, | think | agree we need to take serious steps for

the two-tier systemfor the ones who maybe have federal
servi ce going and doing a good supervision what they are
performng there.

M5. LANGER. M ke.

DR. LINVER | would agree that a SWAT team
approach may well be a good one, but this is one tine when
you can truly take a final product and | ook at it, not
necessarily on site, but off site, and still apply the sane

SWAT t eam st andar ds.
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You can have a teamthat evaluates filns, but as
Bob nmentioned, and others, you really don't necessarily have
to be on site as a nenber of that teamto see the final
product in a state that you can really eval uate how t hat
facility is doing.

| f you do indeed ask for a certain day and | ook at
consecutive films, | think you can get the sanme good
i nformati on about how that facility is doing than to send in
a rather expensive whole team of people to do it on site.
think it could be done off site and be just as effective.

M5. LANGER: Could I just ask if states currently
have sone parallel mechanismto this and what the approach
is there for imge review?

DR HOUN. | don't know if sone of the
accreditation bodies fromthe states want to speak up, but
t here was an erroneous statenment about that accreditation
bodi es only | ook at best products, because states |like |Iowa
undergo every facility nust have clinical inmage review done
every year, not just at accreditation, and it is not just
one filmor one dense, one fatty, it is actually a selection

fromup to usually fromfour to six filns are selected at
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random froma day to be | ooked at to undergo the state
requi renment for filmreview

M5. LANGER: And who | ooks at those?

DR. HOUN. The sane people who do clinical inage
review for the state, so they are interpreting physicians,
and they al so have in-service on quality inage assessnent,
and the sane folks that do the clinical imge review for the
states do that.

MS. LANGER:  Dan.

DR. KOPANS: |If that is being done with four or
five randomy selected i mages, if sonmeone were to try to
shut a facility down based on that, they would have no | eg
to stand on statistically.

| think that even the problemof sending in
batches of filns, you don't know what the patient population
is that the facility -- if they have a |lot of elderly wonen,
for exanple, who are wheel chair bound, who are com ng
through a facility, they can't be neasured in the sane
standard as a population that is seeing nostly wonen in
their 40's and 50's, who can be optimally positioned in a
manmogr aphi ¢ system
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| mean | think there are certain things that are
obvi ous, artifacts, you know, poor processor control, | nean
those things are quite objective, but when you get into
positioning, which is really I think one of the big issues
in image review, you have to take into account the type of
patients that are being i mged.

Agai n, a random sel ection of cases has no
scientific basis. It may be sonething to do -- | know in
the State of Massachusetts, we are going through this
di scussion right now, and our state regulatory agency feels
obligated to do an image review. The wonen in the state are
clanoring for it.

The problemis how do you do that in a fair and
scientific fashion. Again, it has to do with statistical
anal ysis, that you would have to pull a very |arge nunber of
cases if you are going to do it on a random basi s.

Now, maybe | ooki ng at several days sequentially,
going to a facility and seeing every case that cones through
and knowi ng the patient population that they are seeing with
those cases, | think we could probably get a good idea of

how good a job they are doing, but to do it froma distance
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and to do it randomy is -- | nmean | don't even know if it
would hold up in court if you shut sonmeone down based on
t hat .

M5. LANGER: Charlie.

DR. FINDER | think we are confusing a couple of
different issues here. One is the randomclinical inage
review, one is the on-site visit, and the other is this
additional clinical imge review, and they serve different
pur poses, they are not nutually exclusive. You can do them
all, you can do sone. | think it is inportant to keep that
in mnd.

| just wanted to bring up another point that I
t hi nk hasn't been touched yet, and that has to do with the
condition or conditions, if any, in which we go beyond
clinical image review and tal k about interpretation, because
while you can say that the artifacts are probl ens, whatever,
sone of the issues that are being brought up to us at this
point now are that the inmages are fine, they are just being
m sr ead.

| think that if you are going to | ook at these

i mages, is there any condition under which you would want to
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| ook at the reports and see if they are being read
appropriately.

M5. LANGER  But to dispose of part of your
guestion, it does seemthat there is commttee consensus
that there is not a role in this particular section of the
regs for inspectors, is that right, to do clinical inmage
review? This is additional clinical image review. They can
ask that it be done, but to performit, no.

Bob?

DR SMTH. | agree. | just wanted to follow up
on a point that Dan was meking. Froma statistica
st andpoi nt, what you have already is presumably a good
i ndi cator that sonmething is very seriously wong, so at that
poi nt the issue of sanpling is sonewhat different.

| nmean the question is, if you were to take -- and
| really don't know the answer, in fact, | think it is a
useful exercise to try out a handful of strategies three or
four times and see what you cone up with -- if you were to
take randomy select filns, that is obviously, in ny
judgnment, not very reasonabl e, because who knows what you

are going to get. Just like you say, you just wal k down and
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pull a filmout every three feet, you know, vertically and
hori zontal |l y.

Let's say that you decide that you are going to
take the first filmof the day over a two-week period, or
that you are going to take every filmdone over a three-day
period, you know, and just |ook at them sequentially as a
measure, now, if those filnms turn out to be bad, and the
guestion is, is that representative of work done before and
after those paraneters, it certainly indicates that the
wonen that got those studies done didn't get good studies.
You know, so the issue of notification -- and that is where
| think all of this becones nuch nore onerous -- is what are
the inplications fromyour judgnments as to what you do for
the facility, and this is why | think your concerns are very
real, but | also think that those questions are reasonably
answerable fromthe standpoint of a determ nation that there
is sonething wong with the facility.

DR. KOPANS: Just to respond to that, Bob, how
many of them need to be bad before you say that the facility
is performng bel ow sone standard. | nmean is it 30 percent,

is it 50 percent, is it 70 percent?
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DR. SMTH  No, | think the point is right.
Actually, Charlie's point is not that far-fetched. It may
be that the serious harmis a nunber of m ssed cancers, that
anecdotally cone to light. So it may be that the inages are
gr eat .

Now, the problemof identifying a bunch of false
negatives in a randomreview is really onerous because they
are just not going to cone out on a chance basis al one.

MS. LANGER  Anot her aspect of the public comments
is sort of a thread running through it was the sense that
there could be sone arbitrary nature of this interpretation
and call, that there was no appeal process, that there was
kind of a draconian intent sonehow, and | don't know how you
make people feel better about that.

To stress again, this is the section when there is
a serious problem Then, the public asks, well, fine, what
problem | think really they were |ooking for nore specific
under st andi ng of what m ght trigger this process.

MR. SHOMLTER: Let ne just clarify that any
adverse action -- and certainly this could be seen as an

adverse action -- is always appeal able. You know, it is not
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stated here, it is not stated in every section that exists
in the draft regulation, but it is always appeal abl e.

M5. LANGER Right. Ruth.

M5. McBURNEY: Just to follow up, usually, there
is alot nore information that we get either wwth an on-site
visit fromthe accreditation body or fromthe FDA inspection
that woul d warrant such action, and usually it goes around a
time frane, it is not just everything that has happened over
t he past six, seven years.

There is usually you gather information that there
is usually a period of tine that sonething was drastically
wong, like no QC being perforned or just a lot of artifacts
and bad i nmages.

So, you can hone down on that period of tinme in
which to take action and whether or not -- | nean you could
do other things |Iike have them cease and desist from doi ng
mammograns until this was taken care of all the way to
actually being so bad that it would close down a facility.

MS. LANGER  Bob.

DR. SMTH Back to this issue of what you would

do, I nmean with respect to retrospective assessnent as to
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how | ong have things been bad. |If you did your clinical
image review within the boundaries of what has alerted you
to the problem then, it beconmes a matter of an al gorithm of
random sanpling retrospectively to try to determ ne when the
problemreally began.

Then, that beconmes a basis for identifying the
popul ation that you may need to nmake the nore, you know, |
guess onerous decision fromthe standpoint of the
inplications to the conmunity |level of having to tell wonen
that, you know, these exam nation were probably not worth
it, you probably didn't gain anything fromthem so you may
need to be redone.

But, again, | think that is a strategy that just
doesn't exist yet, and just needs to be worked on.

M5. LANGER There was a situation on Long Island
a couple years ago -- do you renenber that -- which really
sent people into a conplete panic. | think it was a
conbi nation of the inmage quality being poor, but also the
interpretation, and there were actually sort of imrediately
| ocated mracul ously sone m ssed cancers anong the group of

patients of this facility.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

| think, again, maybe Fl o's group wants sone sort
of gui dance about when we interact wth the public on
sonething like this, which is going to be such an i nmedi ate
hot button and very sort of nedi agenic.

s there a strategy set forth that we can give
sonme gui dance on at different |levels of problens? W didn't
really spend nuch tine on that in our commttee di scussion.

Yes, Dan.

DR. KOPANS: It would seemthat there is at |east
one nodel that you could perhaps look at. | don't know nuch
about it, but pap snears, clearly, you know, we all know
recently that there were major problens with pap snears, and
| don't actually know how that has been handled in terns of
al erting groups of wonen who had suboptinmal pap snears.

Again, | don't want to forget Charlie's question,
and that is to do with interpretation of mammograns. | nage
quality review is doable I think if you have the expertise
to doit. Interpretive skills get extraordinarily
difficult, and I don't think it is a secret. The Anerican
Col | ege of Radi ol ogy has been | ooking into this, and has

spent several years nowtrying to develop a way of neasuring
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skills, and you run into the problemthat there may be one
person in the world -- | don't know who it is -- who is the
best radiologist in interpreting nmamograns, and every wonan
woul d prefer to have that radi ol ogist interpreting her
manmogr ans.

Where is the cut-off? You know, where do you
becone okay, not so good, you shouldn't be doing it? W
haven't figured out how to neasure that as yet, those of us
who have been thinking about this for nmany, nmany years, and
so that is not going to be a sinple solution, and you run
the risk of developing a systemthat is pejorative and
punitive, not based on any kind of scientific reasoning.

So, | think if you can figure out the inmage
quality review, howto do that in the legitimate scientific
fashion, that is easy conpared to interpretive skills.

M5. LANGER But | think sonething the FDA was
trying to get at out here is, is there sone proactive or
kind of preventative way of approaching a deteriorating
imge quality that could be detected over tine, and it
doesn't sound like it.

Est her .
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M5. SCI AMVARELLA: We di scussed the issues of how
we want to neasure performance, and this is fromny consuner
perspective, is that how many radi ol ogi sts are m ssi ng
di agnostic and how we can rate or have -- | don't want to
say punitive -- way of accreditative or have a list of how
radi ol ogi sts are performng on --

DR. KOPANS: It is a very hard thing to do. It
depends on the popul ation that you are | ooking at. You can
have tests where you sel ect out cases, but it is a very
difficult thing to neasure.

M5. SCI AMVARELLA: W discuss this, and | think
consuners have a right to know where to go, and exactly the
sanme information where the facility is accredited beyond be
accredited by FDA

M5. LANGER | know Marsha is going to talk
t onmorrow about the conplaint nmechanism and there are
aspects of that having to do with conmunicating information
about facilities.

Were there other points on this particul ar
section? Bob.

DR SMTH | just wanted to add a point about the
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pap snmear issue. It is nuch easier with the pap snear
because you have got such a division of |abor that the nore
worri some aspects of interpretation aren't bundled up in a
whol e other long list of quality assurance issues.

Rhode Island is a good case in point, and that is
cl ose enough to Boston, you probably renmenber the story
where a lab run by a single cytopathol ogist -- and many
cytotechnol ogists will tell you that cytopathol ogists aren't
So great at reading pap snears, they certainly aren't as
good as they are -- there are obvious parallels.

At any rate, this woman had four consecutive
annual snears with very cl ear evidence of invasive disease,
or as much evidence as you can get on a pap snear of
i nvasi ve di sease, misread, which really does call into
guestion all the other interpretations.

In that instance, the state agonized for sone tine
as to whether or not they really did need to notify every
worman whose snears had been read in that |ab, and they
finally determ ned that aside fromthe probability that
there are other cases of invasive disease, and their

reluctance to reread every slide and notify those wonmen who
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had sonme evidence of disease, the easiest thing to dois to
notify everybody and say that the quality of your exanms was
probably not adequate.

But in that point in time, specinen collection
probl ens were scattered all over the referring physicians,
so in that instance, it is just m sreading.

DR. FINDER: The question |I was asking could be
phrased a little bit differently. | said are there any
condi tions, and one of those possibilities is that we find
out that the person who has been readi ng these manmograns
never met the qualifications.

M5. LANGER: Li ke the receptionist or sonething,
right?

DR. FINDER Well, no, it was sonebody who t hought
t hey did, but never docunented it.

M5. LANGER: Forgot that they didn't go to nedical
school .

DR. FINDER: Things like that. Not going to
medi cal school because these were peopl e who have been
readi ng mamograns possibly for years and years and years,

but don't neet our qualifications. What do we do in those

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

ki nds of cases?

DR. KOPANS: The question was asked why -- | nean
| can see sonmeone making a m stake and not realizing that
t hey were supposed to do sonething, but they are very good
at it versus what you are looking for are no matter what
your qualifications are, you are very bad at it, or not very
good at it.

DR. FINDER: Looking at either. | asked the
guestion, under what conditions, if any, and | know that
there are these conditions, and what do we do?

M5. LANGER Betty, is it appropriate to see if
anyone in our audience would wish to comment on this very
difficult problen?

DR. PATTERSON. You are running this section, so
if you wish to ask anyone fromthe audi ence, be ny guest.

M5. LANGER Does anyone want to shed sone |ight
on this fromour audi ence?

Pl ease identify yourself and al so pl ease be brief.

MR. BAILEY: Two nutually exclusive conditions.

My nane is Ed Bailey, and I amfromthe State of

California. W have handl ed situations where it didn't take
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an expert to look at the filnms to see they were bad. Wen
you | ook at 4,000 wonen's filns and you can see visually
thing wong with the film we went out and notified al

4,000 wonen that we doubted that they had got a good reading
at this facility.

I n anot her case, we had a doctor who scored zero,
zero, zero on a phantominmage, and we had himcontact all of
his patients and tell themthat they were bad, and he got
out of the business.

We have anot her situation going on right now with
FDA where we got numerous conpl aints from peopl e who
subsequently saw their filnms, and they are now | ooki ng at
that facility to see what needs to be done at that facility
and have it re-reviewed.

M5. LANGER: Could I interrupt and ask a question?

MR, BAI LEY: Yes.

M5. LANGER How did they determ ne the community
that required notification?

MR. BAILEY: How did who determ ne?

M5. LANGER: The facility. In other words,

clearly, past exam nees, but also, for exanple, referring
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physi cians that work wwth the facility, any other nenbers of
t he public?

MR. BAILEY: Well, first of all, they had a
patient list. W had all the filnms fromthe facility. So
that constituted a patient list. Now, if they threw sone
films away, sure, we don't have those, but for the nost
part, this was a nobile facility, which had all kinds of
wonderful information in their film packages including, you
know, the best way to get people to cone in was obviously
advertise it in the newspaper, if you brought in the coupon,
you got $30 off.

M5. LANGER Do you have sone bottom|ine advice
for us?

MR BAILEY: Well, | think that this whole process
-- and this is going into the third one -- was that we do
have a situation right now of an accredited facility where
we have gotten nunerous conplaints. |t has been referred
back to FDA

FDA needs a group to |l ook at that set of filns.

It may be that a second accrediting body would review fil ns

or it may be that the same accrediting body woul d review the

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E.
Washi ngton, D.C. 20002
(202) 546-6666



aj h

films, or it may be that they would take one from each
accrediting body and have themreview the filnms. | don't
know, but they could nake up sone nechanisns to get that
done, and that could be the other people designated by FDA

| nmean they could take this commttee or the
radi ol ogi sts on this commttee and say we want you to do it
if you were willing to accept it.

M5. LANGER  Thank you.

Tanmy.

DR. BASSFORD: | just wanted to nmention, | was
about to raise ny hand to say it and then Any nentioned it,
but again, |ooking at the community inpact of this kind of
thing, referring physician notification is never neasured,
and | think one of the unfortunate potential fallouts.

| talk up the mammography facilities to which |
refer as a way of ensuring that ny patients follow ny
recomendation and go there. |If a facility to whom | refer
was shot down and all ny patients were notified that their
mammogr ans over the last two or three years were poorly done
and needed to be repeated, this would have an inpact on ny

practice, as well.
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That hasn't been addressed as far as | can see in
the current regulations, and | suspect that huge nunbers of
referring physicians haven't reviewed these regulations to
the same extent that radiologists have, and | just wanted to
provi de that feedback to FDA.

M5. LANGER  You don't have to identify yourself,
but pl ease be brief.

DR. KOPANS: | amcurious fromthe California
experience. | think that there is no question, | think
there coul d be situations where anyone | ooking at the
quality of the mamograns woul d say these are | ousy
mamogr ans, and that is what | was saying, is that you can
| ook at artifacts, you can | ook at processor issues, it
doesn't take an experienced radi ol ogi st.

That is the nost inportant concern, but the
guestion is where does the review stop. Do you just go
after the people that are clearly performng terribly or
then you say, well, let's start noving into the community of
i magi ng, and that is where | am nore concerned, is soneone
who is really trying to do a good job, doing a fairly decent

j ob, and you don't have appropriate inmage review, and that
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person is cited.

Now, that may never happen, | don't know, but
t hose people also need to be protected. | amcurious, in
the California experience, who were the people who revi ewed
t he i nages?

MS. LANGER  Excuse ne. Could you do that
privately because we need to wind this up now.

DR. KOPANS: | amsorry.

M5. LANGER Unless there are other commttee
remarks. Bob, did you have sonet hi ng?

DR SMTH. | was just going to say it is sort of
Dan's question is really where are the criteria and are they
neatly laid out as to what constitutes serious concern.

M5. LANGER  That was one of the questions in the
publ i c conment.

M5. EDGERTON: Tricia Edgerton, State of
Cal i fornia.

| don't know if the conmttee is aware, but where
we patterned our notification was after a regulation in New
York. New York has a regulation that states that whenever

the image quality falls bel ow acceptable |evels, that the
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patients will be notified fromthat day.

M5. LANGER  That canme out of that Long Island
experi ence.

MS. EDGERTON:. Right. As a result, we used their
-- you know, they have criteria spelled out, and so it has
been done out there. W have never had a problemw th the
peopl e who have been identified and we have sent information
to. W haven't had the sane hysterical response that you
t hi nk m ght happen. They have all been very appreciative.

M5. LANGER  Good.

Carl .

DR DORSI: | think the confusion is exactly what
peopl e have been focusing on, what does severely conprom sed
mean. Once you have the definition clearly of what is
severely conprom sed, you should conme down |ike a ton of
bricks on that facility. That is not the issue. The issue
is what is severely conprom sed, and this kind of thing kind
of falls into our other area that we were speaki ng about
with the lack of clear definition.

| f you can get that down in sonme kind of a

codified way, then, | don't think the issue is how you
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shoul d come down, you should cone down on themreally hard,
but it beconmes an issue of what is severely conprom sed.
MS. LANGER  Does the FDA require anything el se on

this section?

MR, SHOMLTER No, | don't think so. | think
Carl is exactly right. | would really |Iove to have a very
clear definition of what that neans. | don't see any

i mredi at e prospect of having one.

DR. PATTERSON: Thank you, Any.

| amgoing to leave it up to the commttee on
this, because | don't want to be shot in the back on this
later. It is now 6 o' clock, alnbst 6 o' clock by ny watch.
We can quit for today, which will necessitate tonorrow bei ng
extrenely | ong because we have a |l ot of today's work that we
did not cover, or we can start on a portion of tonorrow,
bet ween now and 6: 30, at which tine dinner is schedul ed.

Can | have a feeling fromthe commttee? Yes,
Penny.

M5. BUTLER Ruth and I can do ours in half an
hour, under a half an hour.

DR. PATTERSON. Well, you know, Any assured ne
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that we could do hers in Iike 15 m nutes.

M5. McBURNEY: We can lay it out in half an hour.

DR. PATTERSON: | don't think that you can
probably do it in half an hour.

M5. BUTLER:  Fi ne.

DR. PATTERSON. Unl ess you are going to tell ne
sonething differently. Do you think you can?

Yes, Rita.

MS. HEINLEIN. | don't think that we can get
anyt hing done in half an hour, so the question becones does
the commttee want to stay here |onger tonight and reduce
the length of time that we are doing tonorrow, or --

DR. PATTERSON. That wasn't a choice.

MS. HEINLEIN:  Ckay.

M5. LANGER: Dinner can't wait another half an
hour ?

DR. PATTERSON. Well, that is a possibility is to
delay the dinner. | don't know, I wll have to check out
there to see if we can put it off until 7 o' clock.

|f you can do it in an hour, is everybody wlling

to go for another hour?
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[Affirmati ve responses. |

DR. PATTERSON. W are still probably going to end
up going | ong tonorrow.

Wiy don't we go ahead, then. GCkay, we have got
until 7 o'clock. You are on.

Medi cal Physicists

[ Over head. ]

M5. McBURNEY: The first section is on the Mdical
Physi cists, which is under 900.12(a)(3), page 14908.

The first topic, initial qualifications, ran the
gamut on the comments all the way from they were too
restrictive for practicing physicists, and we should all ow
strai ght grandfathering nmeani ng anybody that qualified under
the interimrules, and sone said that these were
appropriate, and then other conmments said that they were not
restrictive enough.

Sonme comments said that it should be board
certification only, that the state approval process is not
uniform that they should be approved or licensed only in
the state where they are practicing, and then anot her

cooment we will get intoalittle bit later is that
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board-certified physicists should not need to docunent
education since they had to docunent it for the board
certification process.

Penny will go into some of this. A significant
nunber of the coments pointed out that board-certified
medi cal physicists should not have to conply with, and
t herefore docunent, the degree and training |levels contained
within the initial qualifications requirenent since they
have already net themto qualify for board certification

M5. BUTLER  Just readi ng one of the comments the
State of New Jersey wote in, that if the nedical physicist
is board certified, it seens unnecessary to have them prove
that they have 20 senester hours in physics. This is an
appropriate requirenent if they are qualifying w thout state
i censing or approval, the requirenent of physics seens
[imting and shoul d i nclude courses, such as radiation
biology. If we elimnate this requirenent for
board-certified physicists, it reduces sone of the burden
for recordkeepi ng.

So, consequently, we recommend that B(1l) and B(2)

of this section for board-certified nedical physicists be
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del eted, although it still stays in place for those who
aren't board certified.

M5. McBURNEY: If that is doable. | know that in
our discussions before, when we tal ked about that the | aw
says be board certified or state |icensed or approved, that
when we added the education requirenents, it was to nmake
everybody on an equal footing, that it would be for
everybody. But | agree with Penny, if that is sone
docunentation that would not have to be | ooked at because it
had been | ooked at by another entity, that would be fine.

Cass.

M5. KAUFMAN. |s B(2) required for board
certification, to becone board certified, 20 contact hours
i n mamogr aphy?

M5. BUTLER: | amnot sure if it is specifically
required, but it is certainly obtained, and it is certainly
exam ned on.

M5. McBURNEY: | know it is exam ned on, but I am
not sure that it requires themto have actually done that
survey of a manmo unit. So, | don't know that we want to

elimnate B(2), but B(1l), |I think we could certainly, if
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that is already required for certification. Do you al
know?

M5. BUTLER | know in the list of itens that need
to be covered during didactic courses. | don't think they
have a specific nunber of hours for each item but they do
have mamogr aphy included in all the course work.

M5. KAUFMAN. This is specifically specialized
training in conducting surveys.

M5. BUTLER | understand. | can't answer that
ri ght now.

M5. McBURNEY: But certain B(1), if that is
al ready required for board certification, the education.

DR. CRAY: Does the ABR require 20 hours in
physics, or is a degree in sciences acceptabl e?

M5. BUTLER | don't know. | don't have the
requirements right in front of ne.

M5. McBURNEY: What we could recomrend is they
| ook at those qualifications.

El i zabet h.

DR. PATTERSON. In that respect, if you go up to

the upper line there, it is certification by a body approved
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by the FDA, so it does not necessarily nmean the ABR

MS. BUTLER  ABMP.

DR. PATTERSON: Yes. So, | think you are starting
to nmuddy the waters unless they all have the sane
requirenents.

DR. GRAY: The point | was getting at is if we are
going to require 20 hours of physics for sonebody that isn't
board certified, then the board-certified people should al so
have 20 hours of physics.

DR. PATTERSON. Right, but what | amsaying is we
don't know. The ABR may have it, but the ABMP may not, et
cetera, so | think it is probably easier just to keep the
requi renents there.

M5. BUTLER | ampretty confident that the ABR
and ABMP both require 20 hours of physics at |east.

M5. KAUFMAN: | guess the issue is since we all
agree that ABR-certified people are certainly nore than
qualified to do this, then, maybe if they don't require 20
hours, maybe we need to revisit the 20 hours.

M5. BUTLER | will get the information, and I

will bring back to the table tonorrow
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[ Over head. ]
M5. McBURNEY: This also gets back to the
grandf at heri ng provi sions for the bachelor's |evel

physicist, as well as in the master's.

Several comments contai ned comments that we shoul d

add other itens to the definition of physical science, to
add bi ol ogy, nucl ear physics, radiologic technology, and
radi ati on bi ol ogy.

Currently, the definition that we have for
physi cal science is physics, chem stry, radiation science
i ncl udi ng nedi cal physics and heal th physics, and
engi neering. | think nuclear physics and nedi cal physics
and health physics are all interrelated, and certainly
nucl ear physics is a physics.

DR DORSI: In the interests of tine, this is
also in the definition sections. Maybe we can discuss it
together in definitions, and just go on.

M5. McBURNEY: W have a separate itemfor that.

Are there any comments on the |evel for the
initial requirements? Go ahead. There were several other

comment s.
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M5. BUTLER: One reviewer wote in he was
concerned about physicists that have been out there for a
nunmber of years and difficulty in docunenting contact hours,
and he wanted to know a little bit nore what would be
qualified as a contact hour.

One of the things that | prepared is | would |ike
to recommend for the requirenent for contact hours remain in
pl ace, but the FDA interprets it as anything fromdi dactic
course work to hands-on training during actual survey by
qualified physicists, and this could also include continuing
education that has already been acquired.

M5. McBURNEY: Any comments on that? Cass.

M5. KAUFMAN. | don't object to that as |long as we
keep in there the requirenent about the experience of
conducting surveys to nmake sure that they have sone
experience actually conducting surveys.

M5. McBURNEY: This is the one on the contact
hours of training, specialized training.

M5. KAUFMAN:  The way Penny had defined it, all of
it could have been didactic, it mght not have been

experience in conducting surveys.
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MS. BUTLER  But experience in conducting surveys
is the next one down.

M5. KAUFMAN. That is what | am saying. As |ong
as we keep that, then, | don't object to what you said.

MS. BUTLER W haven't discussed deleting it.

M5. KAUFMAN: | know.

[ Over head. ]

M5. McBURNEY: On the specialized training
requi red, there was sone opposition for experienced
physicists, and | think you have al ready addressed that, so
we will go on.

[ Over head. ]

M5. McBURNEY: This was a nmjor issue on the
nunmber of facilities versus units. Penny.

M5. BUTLER: Most comments remarked that the
experience should be unit based rather than facility based.
The PFRs specify that nmedical physicists needed an initial
experience of surveys at five facilities and 10 units, and
conti nued experience at three manmmography facilities within
t he preceding 12 nonths, and there were other rules that

were witten in the same |ight.
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| would |ike to read comments from Dr. Bernan,
guess, regarding this issue. He said first, in discussions
w th Massachusetts state i nspectors, who enforce both our
st at e mammogr aphy regul ati ons and carry out MJA i nspections
under contract, | have been told on several occasions that
mamo facilities which have generally perfornmed the best
have been maj or teaching hospitals, which are primrily
serviced by in-house nedical physicists. A good nunber of
t hese do not performa significant nunber of outside surveys
i n manmogr aphy.

For exanple, the facilities he is at, we received
zero citations during our nost recent MXA inspection. It
has been the small mamography centers that are visited once
or twice a year by consulting physicists that have had the
nost problens. The problemw th small centers are nost
often the lack of continuous daily attention to quality
control that a conscientious on-site physicist can provide.

| do not believe that the quality of mammography
progranms in hospitals with in-house physicists would inprove
significantly by requiring themto survey other physicists,

as wel | .
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Then, he goes on to say about the difficulty in
getting tinme off in order to survey outside facilities and
al so contractual arrangenents which would not allow themto
survey outside facilities in addition to acquiring equi pnment
to do the testing.

Thi s was expressed nunmerous tinmes by a nunber of
reviewers, and probably was the nost responded-to itens.

Consequently, we recommend that the survey
experience requirenents be changed to a unit-based system
and that nmultiple surveys of the sanme unit be acceptabl e.
For exanple, if they have one or two units, they do those
one or two units twice a year or every year, and count that
to what they are doing.

Specifically, we recomend 10 mammography units
for initial experience for the alternative criteria, three
units annually for continuing experience, and three units
for re-establishing qualifications.

M5. McBURNEY: Comments? Cass.

M5. KAUFMAN. Charlie, | thought -- and maybe I am
t hi nki ng of HCFA regul ations -- but I know I have seen

regul ations in the past where they had a different
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requi renent for a physicist who only worked in one facility
versus physicists who did consulting, and | don't have any
problemat all with a physicist who is working in their own
facility.

What concerns ne about going strictly to unit
based is that if you have got sonmeone who wants to do
consulting, that they only have famliarity with one
particul ar system and that is not always hel pful when you
are going out to nultiple facilities.

So, maybe that is sonething that could be
considered is splitting it up and saying if you are only
working in your facility, you have just got to do your
machi ne, but if you want to do consulting, then, you have to
do these other, you know, as the additional facilities.

The advantage of seeing nmultiple facilities is
that then you becone nore famliar wth different units,
different filmscreen systens, different processors,
different quality control techniques, that kind of thing, as
opposed to just being totally famliar wth your own
facility.

M5. McBURNEY: Charl i e.
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MR. SHOMLTER: We have debated this internally
back and forth, and you are exactly right, the in-house
physi ci st who, let's say, does only one manmmography unit,
they only have one unit, and they do that one unit once a
year, but they are doing general nedical physics work that
sort of supports their know edge in manmography for the rest
of the year.

That is one kind of practice and expertise that is
quite reasonabl e conpared to soneone who does only
mamogr aphy, but maybe does 50 units a year all in different
facilities, they are going to have a lot nore famliarity
with different machi nes obviously.

The one physici st who works in-house and maybe
does only one survey a year, but does troubl eshooting
t hr oughout the year on that machine will probably be very
famliar wth that one machine, which is better.

We have tal ked about that. OCbviously, we didn't
propose in that way, but that is a possibility.

M5. KAUFMAN: That seens to nmake the npbst sense to
me, is to have a different requirenent. |If you only do your

own facility, you know, and doing your one machine a year

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

wor ks for you, but if you are doing consulting, you need a
di fferent kind of expertise and experience.

MS. McBURNEY:  Joel .

DR. CRAY: There is another issue to address here,
and that is the fact that many physicists working at
academ c institutions are probably nore so at private
clinics, are contractually restricted from working outside
of their clinic, and that is the case at ny facility.

| guess | would disagree with Cass that if | only
did one unit in ny facility once a year, that that would
keep me qualified. | would be a little concerned about
that. | amnot sure how you handle it if you do happen to
be in that situation, but it is an issue, and | think the
maj or thing we have to be concerned about is fromthe
manpower i ssue.

For exanple, if | amnot able to do the mamo
units in ny facility, because | can't do three facilities,
or whatever the nunber is, then, | amgoing to have to hire
sonebody to cone in and do it, and I don't know where | am
going to find himin M nnesota.

DR. PATTERSON. If | remenber correctly on this
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| ong di scussion over this, one of the things that | think
the physicist said at the tine was if you had this

requi renent that you had to do X nunber of machines, those
that had contractual relationships, they only have one nammop
machi ne, would force the institution and maki ng them go
outside to do consultant work, and therefore, your manpower
shortage woul d not be as great a problemin sone of these
areas that would be otherwise. | renenber that |ong

di scussi on.

M5. McBURNEY: Right.

DR GRAY: Well, | think at ny institution | can
tell you what the reaction to that would be. The policy is
you do not work outside the institution, so we wll hire
sonebody to cone in and do it.

M5. McBURNEY:  Penny.

M5. BUTLER In all likelihood, if a diagnostic
physicist is enployed by a hospital, they will probably have
nore than one, probably two or three or nore mamography
units at that facility, because small hospitals don't hire
full-time diagnostic physicists.

| f a therapy physicist is there and also is
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responsi ble for doing a couple of diagnostic X-ray units and
mammo units in this one mammo unit, perhaps they don't have
a lot of experience, you know, perhaps they shouldn't be
doing it.

M5. McBURNEY: And they would still have to
qual i fy.

MS. BUTLER  And they would still have to qualify
under the rules.

So we discussed this ad nauseam |l ast April, and |
beli eve we cane to the consensus, which is what | proposed
in the recommendati on.

M5. McBURNEY: Any other coments on this issue?
W will go on then.

DR. GRAY: \What was our reconmendati on?

M5. McBURNEY: Well, we have had several comments.
| don't know that there was a consensus.

M5. BUTLER Do you want nme to read it again?

DR. PATTERSON. Yes. \Wat was your
recommendat i on?

M5. BUTLER W recommend that survey experience

requi renents be changed to a unit-based system and that
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mul ti ple surveys of the same unit be acceptable.
Specifically, we recormend 10 mamo units for initial
experience, 20 for the alternative criteria, 3 units
annual ly for continuing experience, and 3 units for
re-establishing qualifications.

M5. McBURNEY: | think what we are doing is taking
out the nunber of facilities. It would just be deleting the
nunber of facilities.

Cass.

M5. KAUFMAN. | don't think that that is okay for
peopl e who do only consulting, who see a w de range of
facilities or want to begin doing consulting. | don't think
have done your units, you know, repeatedly, qualifies you to
go out and see a lot of other facilities.

DR. PATTERSON. | want to get a consensus fromthe
conm ttee regarding that.

DR. BASSFORD: Maybe | ambeing really dim but if
you are consulting and doing whole lots of facilities, then,
why do we have to require that you do nore than one
facility? | nean if you are a consultant, you wll be doing

nore than one facility.
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M5. KAUFMAN. That is not the issue. The issue is
t hose physicists who only work in their own facility. The
problemisn't the consultants, it is who qualified to be a
consultant. That is the problem is you have got plenty of
physi ci sts who only do their own units, and then maybe they
want to go out and start working as a consultant after
having only seen their own facility.

DR. BASSFORD: So you would like to have them be
required to do additional surveys at different facilities
under the supervision of sonebody before they begin their
consulting career even if they have done 10 different units
intheir own facility for years.

M5. KAUFMAN. | think if they have pretty nuch
only seen one filmscreen system and, you know, one
processi ng system and one quality control system | think
t hey need to see sone other things before they can provide
appropriate consultative services to facilities that have
conpletely different arrangenents.

DR. BASSFORD: What do the physicists think about
t hat ?

M5. McBURNEY:  Penny.

M LLER REPORTI NG COVPANY, | NC.
507 C Street, N E
Washi ngton, D.C. 20002
(202) 546-6666



aj h

M5. BUTLER | entirely disagree just because you
get a lot of experience working on your own systens, in
fact, you see a lot nore stuff going on over tine because
you are right there, and you can recognize a |lot of the
probl ens when you walk into a new facility, and even if you
have never seen that unit before.

| mean | walk into new facilities all the tine
where they have got a brand-new piece of equipnent, and |
have never seen it before, so | have to learn how to use it
while | amthere, but | amnot a dumry, | nean it is
sonething that a physicist is trained to do, to understand
to do, so |l don't think it is a problemat all.

M5. KAUFMAN:. | think there is sone self-serving,
you know, thoughts going on here. | can only say that ny
perspective is comng fromhaving responsibility to | ook at
about 300 mammo facilities ballpark figure, and | know what
t he i nspectors have to know to | ook at the incredibly broad
arrangenent of units and screens and processing in different
systens, and they are not providing consultation.

So, | think I amcomng from experience wth

seeing all those different things conpared to maybe you.
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M5. McBURNEY: | think Joel had his hand up.

DR. GRAY: | don't think, Cass, that
realistically, five facilities is going to give themthat
broad a range of experience, nunber one, and nunber two, |
think we are arguing here about a very, very smal
per cent age of the physicists.

We are tal king about a physicist who has been
working in an academ c setting for two, three, four, five
years, and now he has decided to go out and consulting. W
are not tal king about a | arge proportion of the physicists
in practice out there.

MS. McBURNEY: Eli zabeth.

DR. PATTERSON: This is initial qualifications,
correct?

M5. McBURNEY: It also applies to the continuing
experi ence requirenent where we are tal king about three
units, but, Elizabeth, you are right, it is initial
requi renments that I am concerned about.

DR. PATTERSON. | think the initial requirenments
shoul d be separated from continuing requirenents.

M5. McBURNEY: We are tal king about the initial
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requirenents.

DR. PATTERSON. W are tal king about initial, and
| agree that it shouldn't be on one unit repeatedly for
initial requirenents.

MS. McBURNEY:  Penny.

MS. BUTLER  Earlier, Elizabeth, you had asked for
a consensus fromthe commttee on how they felt about this.
Before we start splitting things up, I would like to see how
the coonmttee feels about the reconmendation that we
proposed as | read it.

DR. BASSFORD: | just need a clarification. |
think the recommendation that | heard you propose sounded a
little different to me than what you just said, Betty.

M5. McBURNEY: We could split it up.

DR. BASSFORD: You said for initial requirenments,
10 different units, correct?

M5. McBURNEY: No, just 10 units. It doesn't say
"different."”

DR. BASSFORD: Not 10 surveys on the sane unit,
correct?

M5. McBURNEY: Right, having done 10 surveys.
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DR. BASSFORD: But if it is 10 units, it wouldn't
be 10 surveys on the sanme unit. Wich did you intend?

M5. McBURNEY: You are doing it for 10 years, you
know, or 5 years, you do it twice a year, you only have one
unit, or if you have 2 units in your facility.

DR. BASSFORD: So you really nmean unit surveys.

M5. McBURNEY: Unit surveys.

DR. BASSFORD: Not wunits, right?

M5. SCI AMVARELLA: It sounds like if you work in
one facility, |I mean ny interpretation to you is that if you
work in one facility, you only see one type of equipnent,
but according to what Penny said, all the tinme your
institutions is bringing new equi pnent, so you need to be up
to date. It islike for me I nean --

M5. KAUFMAN:  They don't get new units, right?

M5. SCl AMVARELLA: But | nean constantly, if they
want to have, you know, conpeting, | think you maybe have
nore experience than the other people who go to maybe
different facilities, but they don't have new equi pnent as
fast as you have in your institution, | don't know.

M5. BUTLER: My personal situation is in our
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institution | deal wth five units, and we have three of one
ki nd, one of one kind, and another of another kind, and we
have two different filmscreen conbinations that we work
with. | don't think that is uncomon.

MS. SCI AMVARELLA: That neans that you have
exposure to different type of equipnent. Ckay.

M5. KAUFMAN.  And then you woul d neet what ever
requi renents we are proposing if we say you need to see X
nunber of different units.

M5. McBURNEY: Do you all want to take a show of
hands? Does FDA have enough coments to work with?

MR, SHOMLTER: | think so. It is ny inpression
that this is getting to a |level of detail that we are
probably not going to reach when we wite the final
regul ati on.

DR. PATTERSON. Could I just nmake one coment to
what Joel said? You were saying if an individual has been
out there doing it for 10 years, and et cetera, they would
have already qualified under the interimregs.

DR. GRAY: That is right.

DR. PATTERSON. So, therefore, they don't have to
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requalify for their initial requirenent.

M5. McBURNEY: That is right.

M5. BUTLER  No, they woul d.

M5. BUTLER  Even under the alternative standards,
they still have to have done several individual facilities.

DR. PATTERSON: |If they have net the requirenents
under the interimregul ations, they don't have to go back up
to the point above.

M5. McBURNEY: But there is an "and."

DR. CHAKRABATI: Kish Chakrabati, FDA.

What they are tal king about, initial
qualification, there are two routes. In the alternate
initial qualification, only the nunber of facilities that
they will survey is different, but then there are continui ng
qualification requirenent, and there, three facilities are
required.

So, right now they are tal king about initial
qualification for the master's degree hol der, and board
certified, that is going to be five, and for the other one
it is going to be 10. Then, there is a continuing

experience required that is three facilities per year.
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Now, if we go to unit, now that I am here, | have
one advice that | amseeking. If we are asking 10 units
rather than facilities, then, ny question is can they do 10
units experience back to back, that neans 10 days?

M5. McBURNEY: Shall we nove on? Are there any
ot her comments on this issue? Bob.

DR SMTH.  Penny was | ooking for some sense from
the conmmttee?

M5. BUTLER Right. | would like to rem nd
everybody on the commttee that | think the vast majority of
comments that we received on the nedi cal physics section had
to do with this one particular issue.

M5. McBURNEY: And a |ot of them cane from
i n-house physicists, so it was a big concern to them

M5. KAUFMAN: | think we need to consider the
i ssue of having different requirenments for in-house
physi ci sts versus people who don't work on their own units.

M5. SCI AMVARELLA: What happens to people, to
managed care, and that person has been working in that
institution, then, they have no chance to work in another

place? | amseeing this froma consuner perspective. Wat
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is the difference between unit and facility if a person has
experi ence?

MS. McBURNEY:  Bob.

DR SMTH. | guess | amnot really persuaded that
it is different criteria. You could just as easily inspect
10 different facilities one a day, 10 days in a row, as you
could inspect 10 units in your own institution each day in a
r ow.

The difference is that you are keeping a unit
functioning well, it seens to ne, and | nmean there are
pl enty of exanpl es where peopl e keep sonething running well,
master one thing, or they master anything, but it is not
entirely clear. | just haven't yet been persuaded that the
distinction is really inportant.

M5. KAUFMAN. | understand that, and | think that
that is clearly spoken by soneone who has no experience
doi ng surveys, because the reality is that you see gross and
significant differences between facilities, between the way
that the unit operates, between the various filmscreen
conbi nations -- and there are many conbi nations -- between

t he processors, between the chemcals that the facility
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uses, between the expertise of their technol ogists, between
the expertise of their physician. There are significant

di fferences between the | evel of consultation that
facilities need, and the physicist needs to have -- the
physicist who is providing that consultation needs to have a
much broader area of expertise than the physicist who just
wor ks on his or her own units every year.

DR SMTH. But if you will just indulge ne a
little bit longer. You haven't really told ne that a person
working in one facility wouldn't recogni ze those probl ens
just because they are working at one facility. It sounds to
me |ike you are trying to make the argunment that you would
get such acute tunnel vision fromjust working on the sane
unit and the same processor that you woul d be inconpetent
dealing with anything outside that institution. | am not
sure that is the case.

M5. KAUFMAN.  Again, that is spoken by soneone who
doesn't know anyt hi ng about doing a survey, and it is not a
matter of tunnel vision, it is just a matter of experience
and under standi ng of how vari ous systens worKk.

M5. McBURNEY: Penny, you have a qui ck response?
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MS. BUTLER  As soneone who does have experience
doi ng nedi cal physics surveys, | would like to contend that
an individual working full tinme in a hospital wll have, in
one respect, nuch nore experience because they see the
day-t o-day operation of the equi pnrent and day-to-day
fluctuation of the entire system which perhaps soneone who
conmes in on a consulting basis would not have the experience
with.

So, | think it could go either direction.
honestly do not think we need to get to this |evel of
detail, and | strongly recommend the unit-based criteria.

M5. McBURNEY: Charlie.

DR. FINDER: If | could just say one thing in
terms of trying to nove this along. This sounds very nuch
like a conversation | heard in April, where we heard the
exact sane thing, so we have got that all taken care of.
Wiy don't we nove on? W have heard it.

M5. McBURNEY: (Ckay. Last one.

[ Over head. ]

M5. McBURNEY: The next issue are the alternative

standards. W got a |lot of coments on both sides of this
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i ssue, especially on the issue of education for those under
the alternative standards.

Several felt that the bachelor's degree in
physi cal science was too |low, sonme felt that requiring so
many hours of physics in that physical science degree was
too high, that we should just go ahead and grandf at her
everybody that nmet the interim standards.

Sone felt that the alternative standards shoul d be
a permanent option rather than just closing out one year
fromthe effective date of the regulations. Sone had sone
al ternative | anguage suggested, and many took issue with the
experience requirenent. That was, what, 20 units?

MS. BUTLER  Yes.

M5. McBURNEY: Well, especially the 10 facilities,
20 units. So, Penny, do you want to el aborate on sone of
t hat ?

M5. BUTLER First, | may as well bring up that
probably one of the nost controversial issues, although
think after today's discussion, maybe it wasn't, that many
commenters remarked that a B.S. degree was insufficient

preparation, and it would probably be best to just read sone
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of these comments.

The proposed rule fails to provide enphasis to
sone of the nost inportant qualifications for nedical
physicist. A mninmumrequirenent of a naster's degree with
board certification by ABR or ABMP is the appropriate
specialty, provides the best assurance for nedical physics
qualifications.

I ndividuals with only a bachel or's degree may be
qualified to performcertain specific tasks in manmographic
qual ity assurance process, but in all likelihood they |ack
the i n-depth understandi ng of the physical processes
i nvol ved.

Al though there is always the |ikelihood that
individuals with only a B.S. degree may have spent a
consi derabl e amobunt of tine in their own education and
possi bly acquires sone in-depth understandi ng of the physics
of X-ray equipnent, this is not likely.

I n nost professions, formal training wth an
earned degree provides the nost inportant foundation of
knowl edge which is conpl enented by practical experience.

Conversely, another commenter pointed out that the criteria
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for mamrogr aphy nedi cal physici st should not require that
they be certified or have a naster's degree in health
physics or related field.

Currently, the MX@A inspectors perform al nost the
sane functions as the mammogr aphy nedi cal physicist. The
criteria should be conparable. The history with the MXSA
inspectors for the |ast year proves that the mammography
i nspections do not need a person with certification or
master' s degree.

A bachelor's degree in a related field or
equi val ent and specific training in manmography plus field
experience for one year should be adequate. | am sure that
t he MXSA inspectors woul d perform capably as nmanmogr aphy
medi cal physicists.

So, | think we have rehashed this one over and
over, and | believe that we have conme up with probably the
best conprom se that we could have, so we reconmend that the
alternative pathway remain with the sunset date as initially
described in the proposed final rules.

M5. McBURNEY: Then, the other question under this

was the degree again, the physical science and what that
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woul d entail, and then the nunber of physics senmester hours.
Sone had suggested as high as 45, which would be way above a
maj or in physics, and then somewhere around -- | think the

CRCPD reconmmendati on that had brought in sone nedical

physicists, as well, it was a coll aborative effort fromthat
commttee, recommended 15 -- sonewhere around between 15 and
20, | think is like a mnor in physics. So, if we allow a

degree in a physical science, to ne, at |east whatever a
m nor would be in physics mght be appropriate for the
anount of college | evel physics that woul d be required under
t his.

M5. BUTLER  And we reconmmend 20 senester hours or

equi val ent.

M5. McBURNEY: | don't know if that is the
equivalent of a mnor. |In sone colleges, | guess it is.
Sonme colleges, it is around 15, | don't know.

Any comments on the alternative standards?
Basically, we are saying |eave the sunsetting in there,
al l ow ng many of the practicing physicists to go ahead and
practice if they nmeet these m nimum qualifications.

M5. BUTLER: Yes, Dan.
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DR. KOPANS: | amsorry. | still don't conpletely
-- you are saying that they are getting grandpersoned in,
but after that, are we requiring physicists be --

M5. McBURNEY: To have a master's degree. Those
entering the field would have to be either board certified
or have a naster's degree.

DR. KOPANS: W rely on our nedical physicist
constantly and for fairly sophisticated i ssues that have to
do with quality control, and it just seens to ne they need
better training.

M5. McBURNEY: Right. Any other comments on this?

Ckay. W can nove on

[ Over head. ]

M5. McBURNEY: The next issue was the continuing
education. Sone of themwanted a definition clarification
on contact hours. | can't renenber what the exact comment
was on that. Do you renmenber? It was just really m nor
There was no real opposition to the concept of continuing
educati on.

So, we nove on to the next item which was the

conti nui ng experience.
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[ Over head. ]

M5. McBURNEY: There, again, we had the issue of
surveys rather than facilities, the concern of the in-house
physicist, and | think we have beat that to death, that it
shoul d be | ess prescriptive, and the corments varied on the
nunber of surveys to maintain continuing experience fromone
to three, and we are suggesting that it stay at three, but
be unit based instead of facility based.

Any conments on continuing experience? |f not, we
can nove on

[ Over head. ]

M5. McBURNEY: Reestablishing qualifications.
Several though it should be consistent with the initial
qualifications. There were pros and cons on the supervision
i ssue by practicing nedical physicists for reestablishnment.
There was a comment that if there is not any around, that
t hey can watch them that the |ack of nedical physicists in
an area mght be an issue there for sonebody to get
requal ified.

Any comments on this? Did we cover the major

questions, Penny?
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M5. BUTLER | just have that final one to give
for Flo. No. (4).

Al t hough we weren't asked to review this, |Item No.
(4) has to do with the retention of personnel records, and
this one is for Flo. | think we can delete this and
actually take this material and insert it in the QA records
section, and perhaps add any additional |anguage that needs
to be added. It seens to be redundant.

M5. McBURNEY: Rita.

MS. HEINLEIN. | actually was assigned that part,
to read all the comments on the retention of records.

M5. McBURNEY: Ckay. So, we will get to that
t onorr ow.

M5. HEINLEIN: But to support what you just said,
there were very few of them and | have ny coments right
her e.

DR. PATTERSON. Let's hold that entire retention
of records until --

DR. FINDER Let's retain that.

M5. HEINLEIN: | amjust saying if Flo wanted a

comment on it, there were only Iike 20 comments, and nost of
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them said only keep themfor as |ong as you need to, nake

sure you have net the requirenent and that you have conplied

DR. PATTERSON. Rita, we are still going to have
to go over this again tonorrow, because it is on the agenda
for tonorrow.

M5. HEINLEIN: So is what we are tal ki ng about
toni ght on the agenda for tonorrow. Are we going to go over
t hat agai n tonorrow?

DR. PATTERSON. W may have to, yes, or at |east
bring it to the floor for discussion. $So, | don't want to
go off the agenda for anything nore if possible.

M5. McBURNEY: Did we answer the two questions
that FDA had? The contact hours for initial qualification
for practicing physicists, | think we still wanted themto
have that. They can get that at continuing ed. courses.

The first question was shoul d docunented cont act
hours, training as proposed for the initial qualification
requi rement be required for all nedical physicists or should
this be required for only for new nedi cal physicists

entering the field after the final regulations are
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effective. | think we wanted everybody to neet that.
M5. KAUFMAN.  And nost people were doing it.
M5. McBURNEY: Right.
M5. KAUFMAN. It is pretty easy to neet that.
M5. McBURNEY: (Ckay. That concl udes our section.
DR. PATTERSON. W will plan on adjourning for

this evening. Let ne remnd the commttee tonorrow norning
we start at 8 o'clock, and we will start with the itens from
today's agenda that we did not do, which is on the Quality
Standards for Equi pnent, starting off in the norning with
t hat di scussi on.

W also will have to allowinto the record that we
di d discuss these other two areas and that if there are any
addi ti onal comments on those, we are going to have to all ow
it since that was part of our agenda for tonorrow.

At that rate, then, we will adjourn for this
eveni ng.

[ Wher eupon, at 6:50 p.m, the hearing was recessed

to be resuned at 8:00 a.m, Tuesday, January 14, 1997.]
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