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PROCEEDIL NGS

DR. MONSEES: Good norning. | am Barbara Monsees,
the chair of the NMQAAC

Before we get started with the actual agenda of
the neeting, we are going to turn the m ke over to our
Executive Secretary, Dr. Finder, who is going to address
conflict of interest.

DR. FINDER First, | would Iike to wel cone
everybody to the National Manmography Quality Assurance
Advi sory Commttee, and | would like to begin by reading the
conflict of interest statenent.

The foll owm ng announcenent addresses conflict of
interest issues associated with this neeting and is nade a
part of the record to preclude even the appearance of any
i npropriety.

To determne if any conflict existed, the agency
reviewed the submtted agenda and all financial interests
reported by the commttee participants. The conflict of
i nterest statutes prohibit special government enployees 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 interests of
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the governnment. Full waivers are in effect for 13 out of 17
partici pants because of their financial involvenent with
facilities that will be subject to FDA's regul ati ons on
mamogr aphy quality standards, with accrediting, certifying,
or inspecting bodies or wwth the manufacturers of
mamogr aphy equi pment since these organi zations could be
affected by the commttee's deliberations.

The participants include Dr. Tanmsen Bassford, M.
Rita Heinlein, Ms. Maria Ronmero, M. Roland Fletcher, Dr.
Peter Denpsey, Dr. Ellen Mendel son, Dr. Laura More-Farrell,
Dr. Barbara Monsees, Dr. Edward Sickles, M. Mchael Mobl ey,
Ms. Patricia WIlson, Ms. Patricia Hawkins, and M. Robert
Pizzutiello.

Copi es of these waivers nmay be obtained fromthe
Agency's Freedom of Information Ofice, Room 12A-15 of the
Par kI awn Bui | di ng.

Since M. Robert Pizzutiello, Dr. David
W nchester, Dr. Edward Hendrick, and Dr. Lawence Bassett
participated in the devel opnent of the ACR-ACS agreenent on
qual ity standards for stereotactic breast biopsy, we have
l[imted their participation in this mtter to a presentation
of details of the agreenent. They can talk about the facts
of the agreenent and how t hey were devel oped, but wll
refrain fromgiving their opinions or voting on the
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agr eenent .

Qut of abundance of caution, we have also limted
Dr. Edward Sickles, Dr. Lawence Bassett, and Dr. Edward
Hendrick's participation in equi pnent standards because of
their involvenent wth mammography devices. They are
al l oned to di scuss mamogr aphy t echnol ogi es i ncl udi ng
digital devices, as well as talk about their observations
and experiences with these products, however, they wll
refrain fromvoting on specific equipnment standards.

Al t hough we don't anticipate any di scussion of
state certifications at this neeting, we would like to note
for the record that when this issue is discussed, we w ||
l[imt the participation of M. Pizzutiello, M. Hawkins, M.
Mobl ey, and Dr. Mbore-Farrell because each is affiliated
wth a state-run regul atory body.

Al so, several of our nmenbers and consultants
reported that they received conpensation for |ectures they
have given or will give on mamogr aphy-rel ated topics,
however, they have affirmed that these |l ectures were offered
to them because of their expertise in the subject matter,
and not because of their nenbership on the commttee.

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
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shoul d excl ude thensel ves from such invol venent, and their
exclusion will be noted for the record.

W woul d also Iike to acknowl edge that the
Executive Secretary, Dr. Charles Finder, is a nmenber of the
ACR. W al so have a guest speaker, Dr. Rebecca Zuurbier
from Georgetown University Hospital in Washington, D.C.

Wth respect to all other participants, we ask in
the interest of fairness that all persons making statenents
or presentations disclose any current or previous financial
i nvol venent with accreditation bodies, states doing
mamogr aphy i nspections under contract to FDA, certifying
bodi es, nobile units, breast inplant imging, consuner
conpl ai nts, and manmogr aphy equi prent .

| would |ike to make an announcenent for those who
have been anxiously awaiting the publication of the
Mammogr aphy Final Regulations. | do believe that they were
publ i shed today and we will try and get copies of the
docunent to the conmttee as soon as possible. W hope to
get it to thembefore the end of the neeting, but if not, we
will certainly mail it to the people.

DR. MONSEES: Thank you very nuch.

This is for the nost part a new conmttee. There
are many new commttee nenbers and | amthe new chair of
this coomttee, so what | ask is that people indulge ne and
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let nme get used to this newrole while we are trying to keep
the ball rolling in the right direction.

This is, of course, not a free-for-all. W would
i ke to have an organi zed di scussion of interventional
mamogr aphy over the next two days. The questions which
were mailed to the panelists ahead of tinme, | hope you have
consi dered and you are ready to speak on sone of these
I Ssues.

Pl ease speak your mnd. |If your opinion is not
concordant wth others on the panel, that's okay. That is
what your job is, is to speak your mnd here. So please ask
to be recognized even if you have a dissenting opinion. W
don't expect, | don't believe we expect to find that we are
goi ng to achi eve consensus on this panel.

VWhat we want to do is air all of the issues that
are inportant to this matter, so that consideration can be
made as to whether or not interventional mamography shoul d
be regul ated and how, if it is, it will benefit the practice
of nedicine and our patients in the comunity.

| wll ask those of you who would like to speak to
rai se your hand. Your mkes will be turned on by these
gent| emen over here when you are recogni zed. Please briefly
state what you would like to, please don't go off on a
tangent. If so, | wll be forced to ask you to go back on
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track. W do want to try to keep the agenda.

| f you feel that you have a conflict of interest
about sonething that you are about to say, think again and
ask for advice fromDr. Finder, who we are all going to be
asking for advice for these matters, and he wll point us in
the right direction.

Li kewi se, when we have the public hearing, we had
10 peopl e on the agenda, we now have ni ne people on the
agenda. Wen you cone to the m crophone, we want to hear if
you have a conflict of interest. | want to know who you
are, who you represent. If you did not pay your own way, |
woul d i ke to hear who did, so that we wll know whet her
there is a conflict of interest fromthose of you who are
going to be speaking in the audience.

We are going to be doing didactic sessions after
the public hearing this nmorning and then this afternoon the
commttee really starts its discussion, although |I am sure
we will find sone time and | amsure we will find sonme way
to interject sone questions of the public speakers and the
peopl e who are presenting during the course of the neeting.

Tonmorrow, we will conclude the discussion of
i nterventional mammography. W are to skew it, so that
today we talk primarily about stereotactic core biopsy and
tomorrow | think we wll probably start tal king about sone
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of the other interventional procedures.

Wth that, | think we will go ahead and get
started.

Alternative Standards Requests

DR. FINDER Let nme briefly go over - we have a
10-m nute session here to tal k about alternative standards.
For the new nenbers on the commttee, let ne just go over a
little what | amtal ki ng about.

In the regulations, there is a section that allows
certain groups, including facilities, to apply for an
alternative standard to the standard regul ations. The
commttee in the past has asked that they be updated on any
requests for alternative standards, and we have set aside
this time for that.

To make it brief, there were no requests for
alternative standards, so that is the end of that unless
anybody has any questions about the alternative standard
pr ocess.

Open Public Hearing

DR. MONSEES: Thank you all for being here and |
think we are going to be a very patient group. W are going
to respect each other's comments and we are going to say
what we need to say to get this job done.

We have nine speakers. Let ne read to you the
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order that we intend to hear people. Since we are starting
early, if sonebody is not here, we wll give an opportunity
to those who have cone | ate.

We have El eanor Sherman, Margaret Fay, Al an
Kravitz, Joseph Rush, Ml ee Shay, Philip Burns, Kanbiz
Dow at, Philip Israel, Armando Santelices, and Robert
Capl an.

That is the order that we have. There are a few
changes fromthis |ist.

| s El eanor Sherman here? Ten m nutes, M.

Sher man.

M5. SHERMAN. First, | amgoing to present for Dr.
Mar garet Fay, who is unable to be here, and she asked ne to
deliver it.

To the National Mamography Quality Assurance
Advi sory Panel Menbers: | regret that | cannot be present
to express ny interest and concern regardi ng appropriate
qual ity standards and regul ati ons for mammography facilities
In nmy absence, | have asked El eanor Sherman to read ny
statenment into the record.

As a patient who recently underwent breast
screeni ng, ultrasound, and subsequent bilateral surgery for
multiple lesions, | would like to express ny support for
i nterventional mammography standards and ask that this panel
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i ncorporate specific infection control guidelines for
mamogr aphy equi pnment and practi ces.

Most wonmen who enter a radiology procedure roomto
have a routine mammogram or undergo an invasive diagnostic
procedure do not consider the possibility that contact with
equi pnent or interventional biopsy instrunents may expose
themto infection through contam nati on of bl oodborne
contam nated equi pnent. For wonen with non-intact skin,
damage dermatitis fromradi ation therapy, postnastectony
wounds, or open wound contam nation during the course of
bi opsy, the risk is substantial.

In May 1997, | was subjected to an el ective
mamrogram whi ch confirnmed the presence of nultiple nasses
in both breasts. The procedure was carried out at a highly
respected university-based wonen's health center

After registration, I changed into a gown and was
escorted fromthe changing roomto the mamography procedure
room As | was entering the room another woman was
exiting. | observed that no attenpt was made to disinfect
t he mamogr aphy unit, no handwashing facilities or sink were
avai lable in the room

No attenpt was nade by the mammography
technol ogi st to disinfect the unit or wash her hands. No
antiseptic creans or disinfectant agents by which the
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technol ogi st coul d di sinfect her hands prior to touching nme
were noted in the room

Further, the technol ogi st did not wear gloves when
handling ny breasts. | have nultiple cutaneous skin |esions
on ny torso, arms, |egs, and back from an aut oi nmune
condition. M non-intact skin places ne at greater risk of
infection fromcontact exposure to contam nated surface than
wonen with intact skin do. Yet, no steps were taken to
ensure the equi pnent was properly disinfected. The risk of
cross-contam nation fromthe unwashed hands of the
mamogr aphy technol ogi st placed ne at ri sk.

Hi ppocrates relied on wi ne-soaked linen to protect
wounds. The English surgeon Joseph Lister described and
i ntroduced aseptic technique in the 1860s. Today, adherence
to principles of asepsis are accepted standards of practice
and a key factor in reducing the risk of nosocom al
i nfection.

In a surgeon's office, when a needle biopsy is
carried out, aseptic practice is followed. The woman |ies
on a clean table surface, equipnent is sterilized, the
bi opsy site is prepped with appropriate antimcrobial. The
physi ci an dons sterile gloves, and the pathol ogy specinen is
contai ned and | abel ed by a nurse wearing exam gl oves. The
sane standard of care is given in outpatient settings,
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urgent care facilities, and even nursing hones.

When an |1.V. is started, a dressing changed, a
| aceration sutured, or a liver transplanted, health
prof essionals carry out routine asepsis to protect the
patient. They adhere to principles of aseptic practice in
an effort to reduce the risk of cross-contam nation and to
ensure patient safety. However, if the needle biopsy is
carried out in the radiologist's office, or in a hospital
radi ol ogy departnent, nost offices will not have autocl aves.
This is a doubl e standard.

| believe the same standard of care should be
applied in manmmogr aphy and radi ol ogy procedures as is
applied in hospital, surgical, and outpatient care centers.

| applaud the steps taken by the Center for
Devi ces and Radi ol ogical Health to date, however, | would
urge this commttee to consider incorporating the follow ng
recommendations into the 21 CFR MXA regul ations to ensure,
so far as possible, patient health and safety.

1. Principles of infection control should be
specified in the MYBSA 21 CRF regul ati ons for manmogr aphy,
and al so, all radiological procedures. A nethod of auditing
conpl i ance should be also delineated in the regulation.

2. Routine handwashi ng should be carried out
before and after patient contact.
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3. Powder-free gloves should be worn by personnel
when touching patient's skin or tissue, when handling soil ed
i nstrunments, or touching potentially contam nated equi pnment.
Cont am nati on may be caused by spontaneous ni ppl e discharge
during patient breast conpression, causing contam nation of
t he bucky and conpression paddles with potential bl oodborne
pat hogens.

Literature shows that direct touch contam nation
or aerosolized powlder particulate nay be the cause of
artifacts on x-ray filns, possibly |eading to diagnostic
errors and/ or m sdi agnosi s.

4. Al patient contact surfaces should be
t horoughly cleaned with a high I evel disinfectant
i mredi ately after use before the next patient is brought
into the room [If equipnment cannot be safely disinfected
due to construction and design of the equipnent tine
constraints, sonme form of nonattenuati ng FDA-approved
barrier drape should be enployed to prevent direct contact
bet ween the contam nated equi pnent and the patient.

5. During interventional procedures in which
bl ood or body fluid exposure is anticipated, the sane
aseptic practices and infection control standards enpl oyed
in other clinical units, such as OR, ER, |abor and delivery,
the cardiac cath | ab should be adhered to i n manmography and
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all radiol ogy procedure roons.

6. The material used in cleaning equi pnent should
be regarded as clinical waste and shoul d be di sposed of
accordingly.

7. |1 would like to thank this comnmttee for its
ongoi ng interest and for concern for the well-being of wonen
under goi ng di agnostic interventional and stereotactic
pr ocedur es.

Sincerely, Margaret F. Fay, R N, Ph.D

DR. MONSEES: Thank you. if there are panel
menbers that have a question, do you feel that you can field
t hose?

M5. SHERMAN. | think I can. Dr. Fay also wote
an additional letter, which is on the table. She specified
much nore deeply the kinds of infections that the patient
woul d be exposed.

DR. MONSEES:. Does anybody on the panel have a
guestion for the person who is not here, perhaps Ms. Shernman
can help to answer that question?

Yes, Dr. Hendri ck.

DR HENDRICK: It is Margaret Fay, is that right?

MS. SHERMAN:  Yes.

DR. HENDRICK: Is she claimng to have contracted
an infection?
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MS. SHERMAN. You asked ne that a couple of years
ago. You wanted to know if another registered nurse, who
was contam nated, actually contracted --

DR. HENDRI CK: That was a different case.

MS. SHERMAN. | know, but you wanted to see a
body. | nmean you told nme you wanted to see a body. She
just had this. | nean this was a very early procedure. |

don't know whet her she contracted a disease, and | really
don't think it really matters whether she did because there
are 2 mllion cases of contracted infections done in a
hospital that we don't know where it is contracted from

| don't think we have to see a woman dead in a
coffin before we do anyt hing.

DR. HENDRICK: But her inplication is that she
felt -- | mean she nmakes statenents about the technol ogi st
not washi ng her hands.

M5. SHERMAN. This is standard procedure. This is
fromthe CDC. | nean this is not new stuff.

DR. HENDRI CK: | am aski ng about the specific
case. There is always the inplication that sonething
happened in the letters or the people that you bring
forward, but there is no evidence that sonething happened
her e.

M5. SHERMAN. She is still alive, thank God.
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DR. HENDRI CK: Wl |, good.

M5. SHERMAN. | nean | think it is a ridiculous
guestion and | really find it offensive that you want to see
a body before we start cleaning.

DR. HENDRICK: | don't want to see a body. | want
to know the full story about what happened.

M5. SHERMAN. | can just report that she was
exposed to contam nated equi pnment.

DR. MONSEES: Al right. | have a question also,
if you don't m nd.

This | ady has an unusual circunstance in that she
had skin | esions, nost wonen don't. Did she express her
concern to the technol ogi st when she entered the room so
that the technol ogi st could take certain precautions? Did
she give that opportunity to the technol ogi st?

M5. SHERMAN. | was not in the room but | could
tell you that Margaret Fay was scared to death. She was
facing maj or reconstruction surgery, and she was the
patient, not the health care worker, and she -- this letter
that | just read into testinony spoke as the patient.

DR. MONSEES: kay. Let's nobve on to you speaking
as El eanor Sher man.

M5. SHERMAN. My nane is El eanor Sher man.

DR. MONSEES: Wuld you reset the clock, please.
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M5. SHERMAN. And by the way, Margaret Fay has no

reason to make any noney on this or is not affiliated with
anybody that is nmaking -- so, there is no conflict of
interest that | know of anyway.

DR. MONSEES: How about yoursel f?

M5. SHERMAN. My nane is El eanor Sherman. | am
t he president of Technow pe, |ncorporated, which has nothing
to do really -- ny voice is gone.

DR. MONSEES: Can you help us out with the m ke?
She is having a hard tine speaking up

M5. SHERMAN. | manufacture lint-free wipes to
cl ean cassettes. Back in 1991, | was an x-ray technol ogi st,
a manmmogr apher, and | becane very concerned about the
possibility of disease transm ssion, and since then |I have
beconme an inventor and hold a patent on a di sposable
protective barrier for the bucky and conpression paddle. |
have not nade a dine on it, so there is no economc, and |
am not |icensed.

| will goon. | wuld like to take this
opportunity to thank the National Mammography Quality
Assurance Advi sory Panel for the opportunity to share ny
concerns. | amrequesting specific protocols and education
for infection control procedures be incorporated into the
MXA regul ations, as well as an audit systemto assure
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conpl i ance.

| would Iike to commend this panel for their
continued dedi cation and conm tnment to devel opi ng
mamogr aphy quality standards that will better assure early
detection of breast cancer.

| would also like to thank you for acknow edgi ng
the potential risk of cross-contam nation of bl oodborne
pat hogens by incorporating the need for infection control
procedures specified on page 14920 of 21 CFR Part 900, dated
April 3, 1996, in the Federal Register.

Agai n addressi ng your concerns about the need for
i nfection control procedures for mamrography equi pment as
published in the winter 1997 issue of Mammography Matters,
Vol une 4, Issue 1, stating that the FDA expects the device
manuf acturers to provi de adequate cleaning and disinfecting
instructions or for providing the use of barrier devices as
preventive nmeasures based on wel | -established infection
control procedures outlined in the Center for D sease
Control and Prevention Gui dance docunents on infection
control practices.

The wi nter issue of Mammography Matter alerts al
mamogr aphy facilities and their personnel they should be
aware of, and follow the cleaning and disinfecting
procedures recommended by each manufacturer for its own
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devices. This wish for proper disinfecting cannot be
acconpl i shed chemcally and the device manufacturers have
not made barriers available for use for their specific
mamogr aphy equi pnment, not have the device nmanufacturers
provi ded appropriate disinfecting instructions for
bl oodbor ne contam nat ed equi pnent that nmakes any practical
sense.

| have brought today and di ssem nated to the panel
menbers and | eft some issues on the table outside the nost
recent issue of Cinical Focus, Volune 4, 1997, published in
the United Kingdom by G een Mon Heal t hcare.

Page 8 of this article has a peer review call ed,
"Breast Screening, Life-Saving or Life Threatening."
Review ng an article that | co-authored with Margaret Fay
back in July of 1996, before Peggy's five nasses were found,
and published in advance for science professions. The
article was titled, "MXSA do Proposed Rules Fully Address
I nfection Control ?"

Cinical Focus highlights the foll ow ng:
Screeni ng mammogr aphy equi pnment is a source of carrying out
significant risk of cross-contam nation between patients
caused by ni ppl e discharge during the conpression of the
breast. It validated that shaving under arns, eczenma
Paget's disease are likely to result in deposits of bl ood-
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stained, serous fluid on the mamography equi pnent.

Certai n pat hogens, such as hepatitis or resistant
bacterial strains, can survive in dried secretion for
prol onged periods. The inplications are clear, the article
ci tes, mammogr aphy equi pnment nust not nerely look clinically
clean, it nmust be clinically clean.

Clinical Focus peer reviewers go on to say that
al t hough MQSA gui del i nes appear sinple, in fact, they are
difficult to interpret. The article lists the potenti al
ri sks associated wth a recormended hi gh | evel chem cal
di sinfectants, such as danagi ng equi pnent, risking the
heal th of the mammographer, and the serious problens of high
| evel disinfectants pose to the patient.

It was apparent to the reviewers that high | eve
di si nfecting, which requires soaking for 45 m nutes and
rinsing wth sterile water, is not possible. The reviewers
recomend for optimuminfection control the use of
protective radiolucent sleeves over the equi pnent for use,
and concl udes the mammogram i s of particul ar interest
because it readily becones part of the well woman practice.

The article also brings to light a very inportant
i ssue that is unique to mammography x-ray equi pnent. They
comment that nost wonmen wll have at | east one manmogram
during their adult lives in which healthy people m x
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potentially on a very intimate level with ill people.

Prof essional s nust therefore ensure that the mammography
center does not becone a source of nosocom al col onization.
How many nedi cal devices can you think of that are actually
shared by healthy population and ill people alike? The
answer is not many. W nen should not have to share body
fluids of others to have a marmobgram to detect saving their
lives frombreast cancer and be forced to risk contracting a
bacteria or virus during this exam

There are over 2 mllion nosocom al infections
occurring in the United States annually. W know that many
of these infections are caused by health care workers not
foll ow ng aseptic technique, not washing their hands, and
st udi es have not been conducted how many are caused by | ack
of cleanliness and disinfecting of nedical devices.

Si nks and washing facilities are not placed in
nmost x-ray roomnms. Technol ogi sts do not wash their hands
bet ween patients and gl oves are not worn. Consideration of
the powder that may be incorporated in those gloves is not
given. X-ray technol ogi sts touch body fluids, sick
patients, contam nating equi pnent.

Technol ogi sts pass these pathogens by touch by
cross-contam nating the control panel knobs and buttons that
are shared by many technol ogi sts through the course of the

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

wor ki ng day w thout ever cleaning these surfaces.

I nstructions for proper disinfecting, sanitation,
and hygi ene are never given to technologists in their
trai ning, and uni que consideration due to the procedures we
do shoul d be given.

For instance, Cinical Focus recommends the use of
di sposabl e gl oves, but if the gloves are selected that have
powder, this powder will create havoc for proper film
readi ng because of the artifacts the powder will create.

| have just read Peggy Fay's recent experience as
a patients since co-authoring our article 16 nonths ago.
Peggy has an aut oi nmune di sease that causes her | esions on
her body. Peggy Fay could not have a saf e nammbgram because
there was no manufacturer of any mammography equi pnent that
made an FDA-approved barrier to protect the equi pnent from
potential cross-contam nati on com ng between Peggy and
potentially contam nated equi pnment surfaces.

Hi gh |l evel disinfecting was not possible for her.
What was Peggy's choice? Peggy was forced to risk having a
mammogram whi ch found five masses at the expense of
exposi ng her non-intact skin to potentially dangerous
pat hogens.

Patients receiving radiation therapy are al so
forced to make the sane choice after receiving radiation
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t her apy, having conprom sed skin fromthe radiation
treatnment, and others face the sanme risk from ot her
di sorders.

The difference is that the other patients are not
informed and not told of their risk. This is wong, this is
bad nedi cine, and this nust be changed. This panel has the
power to make that change. Your panel is neeting today to
start to devel op guidelines for interventional procedures
performed during manmography, such as stereotactic needl e
bi opsi es. These procedures draw bl ood and that bl ood w |
ooze onto the equi pnent surfaces, contam nating the bucky
and conpression paddles. Only high level disinfecting or
sterilization or the approved infection control procedures
to follow Technol ogi sts and physicians cannot offer only
an i npression of hygiene, but nust offer appropriate
di sinfecting or barriers to protect the patients.

DR. MONSEES: Ms. Sherman, please sumup. W have
one mnute left.

M5. SHERMAN. Cinical Focus confirns high |evel
chem cal disinfecting is not possible. There is no reason
why a woman shoul d have to share contam nated equi pnment that
may appear to be visibly clean, but that is actually
contam nated w th bl oodborne viruses or perhaps even
antibiotic-resistant bacteria.
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| amtherefore requesting this panel to
incorporate in the protocol for their inspection in order to
assure that the nedical device manufacturers have provi ded
the facilities with instructions for |low, internediate, and
hi gh |l evel disinfecting in accordance with the Center for
Di sease Control .

|f barriers are available, that the anount of
barriers ordered match the patient |load to assure that these
barriers are used and not reused. The device manufacturers
have not taken the |ead, and have ignored the potential risk
posed by contam nated equi pnent.

| believe that only through assuring that
i nfection control guidelines published in MQA will be
i npl emented and no | onger ignored is to have MXA inspectors
ordered for infection control protocols during the
facilities. Technol ogists nmust be better informed through
educati on and standards devel oped that neet their unique
specifications. Proper education will save lives, reduce
i nfections, and reduce ultimte costs for health care.

| urge this commttee to incorporate specific
infection control procedures in the MXSA guidelines al ong
with auditing themto assure safer and better manmography
and bi opsy exans.

Thank you.
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DR. MONSEES: Do we have any questions or comments
from panel nenbers?

M5. SHERMAN. | would |like to make one nore
comment. You said nost wonmen do not have autoi nmune di sease
or skin lesions. That is not true. Many wonen,
particularly | arge-breasted wonen, will have dermatitis.

O her wonen will have scratch marks, bite marks, and there
are many di seases that do have irritation, bra irritation
So, wonen are exposed. Winen shave under their arns.

DR. MONSEES: Thank you for your conments.

W w il nove on to the next speaker, please. Dr.
Alan Kravitz. |Is he in the audi ence?

DR KRAVI TZ: Yes.

My nanme is Dr. Alan Kravitz and | am a genera
surgeon from Rockville, Maryland.

First of all, I would |like to thank the commttee
for allowing nme to speak before it. | have never testified
before a governnment conmttee before, and | hope you wll
find nmy thoughts appropriate and hel pful .

| am Chief of Surgery at Shady G ove Adventi st
Hospital in Rockville, Maryland. Al nbst three years ago,
mnimally invasive breast surgery becane a reality. M
fell ow surgeons in Montgonery County were concerned that
none of our |ocal hospitals had the capability to perform
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stereotactic breast biopsies.

We organized into a corporation and purchased a
Lorad machi ne, so that we could offer our patients the nost
up-to-date and mninmally invasive capabilities to eval uate
manmogr aphi ¢ abnornalities. We have done over 800
bi opsi es, which is nore than any other facility in our area.
Still, not all of the |ocal hospitals have acquired a
stereotactic machi ne.

| amvery proud to say that alnost all of the
general surgeons in our county are performng stereotactic
bi opsi es, and the nunber of open, wire |ocalization biopsies
performed is much less than it had been.

| conme to you today to share ny concerns about
possi bl e federal regulation of physicians perform ng these
bi opsi es and the adverse and unforeseen consequences that m
awai t us.

It is inportant to realize the processes by which
surgeon | earn new techniques. It has been said that
surgeons do not learn only operations in their residency,
but they also |learn how to operate. The nost recent exanple
of a new operation in ny specialty was the | aparoscopic
chol ecystectony, which was a radically new and | ess invasive
met hod of renoving a diseased gallbladder. | amsure that
there are nenbers of this audi ence and perhaps sone on the
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commttee who have had this operation. It was a dramatic
departure from conventi onal open surgery. Although we
surgeons had renoved many gal |l bl adders, very few of us had
done nuch | aparoscopy. Surgeons generally taught each ot her
this new operation. It was a very tricky operation at first
and the early ones |asted three hours with two to three
surgeons on each case. Now, of course, nbst of us can do it
in 45 mnutes with two nurses as assistants. Wth 12
mont hs, the surgeons in the United States radically changed
their treatnent of gallbladder disease to mnimally invasive
techni que without the Federal Government hel ping their
credenti al i ng.

This was done by hospitals, as is al
credentialing. 1In fact, new operations and surgical
techni ques are continuously | earned by surgeons in al
specialties without a hint of federal regulation. The
surgeons are bound by their duty to provide safe care for
their patients and by the need to avoi d substandard care
whi ch m ght | eave them exposed to nal practice suits.

Credentialing for these new procedures is done b
hospitals and surgery centers. Indeed, these facilities are
required to performthe credentialing in order to obtain
their certification.

The stereotactic breast biopsy was no different
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than any of these other new surgical techniques. For years,
surgeons have needed to be famliar with using the two-

di mensi onal mammogram to gui de a three-di nensi onal surgical
bi opsy. The wire |l ocalization procedure that the
stereotactic biopsy is replacing required the surgeon to be
able to do this. Performng a stereotactic breast biopsy is
just an extension of this skill.

It should al so be noted that | ooking a manmograns
is part of the daily work of nost breast surgeons, although
| know of no surgeons who interpret mammograns i ndependently
of aradiologist. |In fact, it is the radiologists who
trigger nost of the referrals we see.

Al t hough t he Mammography Quality Standards Act has
done a great job of standardizing the mammographic
equi pnrent, there is still great variability in the
interpretations by the radiol ogists. Sone of our
radi ol ogi sts seemnore likely than others to | abel a
mamogram as "indeterm nate.” These mammograns al so usually
i nclude the recommendation that, "surgical consultation is
advi sed. "

This neans that it is often up to the surgeon to
deci de which patients need i nmmedi ate bi opsy and which can be
foll owed wi th anot her mammogram  Fortunately, surgeons have
al so been trained to perform breast exam nations, and so we
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generally feel confortable follow ng these patients in our
of fices.

Most of the surgeons are very sel ective when
referring patients for any type of biopsy, in fact, at our
stereotactic facility, 23 percent of all biopsies were
ei ther malignant or atypical

But | amvery concerned that the approaching hoof
beats of the federal cavalry may disrupt this established
system of breast screening. |t would be counterproductive
to make it difficult for general surgeons to perform
mnimally invasive biopsy surgery. W should be encouragi ng
surgeons to do this procedure. It should be public policy
to steer wonen to have stereotactic biopsies perfornmed as
opposed to an open procedure.

Logically, a surgeon who is not allowed to perform
stereotactic biopsies will be nore likely to recommend t hat
a patient get a wire |localization biopsy -- which, by the
way, pays nmuch better than the stereotactic procedure.

Just we are all trying to mnimze the nunber of
mast ect om es perforned, imagine, if you will, what would
happen if the Federal Governnent in its infinite w sdom
began limting the nunber of surgeons who are permtted to
perform | unpectom es. Those surgeons who are not allowed to
do | unpectom es would then do nore nastectom es.
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Confusing and difficult to enforce federal
regul ations could nake it hard for some patients to have
access to this new technique. It would also not nake that
much sense for the Federal Governnment to begin credentialing
this mnimally invasive technique, when simlar
credentialing would not be done for nore difficult and
danger ous operations, such as mastectomes and wire
| ocal i zati on techni ques.

The other dark cloud that | see on the horizon is
the Anerican Coll ege of Radiol ogy, which | suspect would
i ke nothing better than to force wonen to have the
procedures perfornmed only by radiologists. |In ny county,
nost of the radi ol ogi sts have never even done one, and many
of them have never even seen one, and it would not be in the
public interest to funnel patients in their direction.

| also reviewclainms for the CGgna Health Plan in
the Bal ti nore-\Washi ngton area, and | can assure this
commttee that surgeons all over the area are doing these
stereotactic procedures.

The ot her problemw th having only radi ol ogi sts
performthese procedures is that it will certainly increase
t he nunmber of unnecessary biopsies that are being done, and
many patients with so-called indeterm nate mamograns w | |
get referred by the macmmogram facility to a stereotactic
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machi ne conveniently | ocated at the sane | ocation.

Thi s happens frequently with breast ultrasound,
and | have seen nmany patients get talked into an unwanted
and unnecessary breast ultrasound by an overly cautious
radi ol ogi st .

| know that this conmttee is aware of cases where
patients have received apparently substandard care with
regard to stereotactic breast biopsies. Unfortunately,
subopti mal out cones can occur with any surgical procedure
including wire |l ocalization biopsy, |unpectony, and
mast ect ony. Even the safest surgical procedure in the nost
capabl e of hands has the potential to turn into a bad
outcone. Wth this new procedure, dissatisfied patients
have been few and far between.

Mechani snms dealing with substandard nedical care
are already in place at the state level. |In Maryland, for
exanpl e, the Board of Physician Quality Assurance deals with
all patient conplaints regarding i nappropriate care.
Credentialing, as | have nentioned, is already done at the
hospitals and the facilities. It is unnecessary to add a
duplicate | ayer of federal regulation and bureaucracy.

In the hands of the community surgeons,
stereotactic breast biopsy has been very safe in our
experience and in our practice there have been no m ssed
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cancers. The physicians are noving over to mnimally
i nvasi ve breast surgery w thout any help fromthe Federal
Governnent, and we would like to continue doing so.

We appreciate the need to nmake sure that the
equi pnent is safe and accurate and that the technicians are
well trained. | hope that the Food and Drug Adm nistration
wi Il not take the plunge into credentialing physicians for a
surgical procedure. It is a task that they have had no
experience with and one which will not be the best interests
of our patients.

Thank you very nuch.

DR. MONSEES: Thank you for your conments.

Do we have any questions or conments fromthe
panel ? Yes.

MR. MOBLEY: You noted in your comments that --
and | mght not express this exactly as you did -- but you
noted that a nunber or referrals are nade by radiologists to
surgeons because of the radiologist not clearly being able
to see one way or the other, nake a determ nation.

O those referrals, how many does the surgeon nake
the clear determ nation not to do surgery, not to do further
foll omup or whatever just fromevaluating the patient's film
or whatever?

DR. KRAVITZ: In this area -- let nme explain a
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l[ittle bit how the patient flow works -- in this area, this
is very heavily into managed care, so patients generally
don't see anybody without a referral. The general sequence
of events is that the patient has a mammogram and soneti nes
that mammogramwill be interpreted as indetermnate with the
proviso that a surgical consultation is advised.

That report goes back to the primary care
physician. The primary care physician is then | ooking at
this report, and they don't want to deal with it. They
don't know what to do with it. So, that patient then always
gets referred to a surgeon -- | nean al nost al ways.

The referral doesn't actually cone fromthe
radi ol ogi st, they are not allowed to nake referrals, but it
is what is witten in the report that triggers the referral
to the surgeon. The surgeon then is left wth | ooking at
this patient and wondering, you know, should we do a biopsy
or can we watch it.

A lot of tinmes these are wonen in their 30s
getting mammograns, and still, you know, many of these
patients can be observed. We know t hat manmogr aphy for
wonen in their 30s is not that accurate and that often just
observation and foll owup manmogramis safe in six nonths,
but that decision is nmade by the surgeons, because we are
t he ones who see the patient wth the marmogram and we are
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t he ones who have to nake that deci sion.

MR. MOBLEY: | understand that. | amjust trying
to get a handle on exactly where the decision is nmade
regarding the foll owp, and you are saying it is nmade with
t he surgeon.

DR. KRAVITZ: Yes, it is.

MR. MOBLEY: Can you then give ne an idea of how
many patients would not have surgery at that point in tinme?

DR. KRAVITZ: | don't really know. | have never
tabul ated in our practice which percentage of patients with
i ndet erm nate manmograns end up getting a biopsy. | am
guessing it is about -- it mght be about half.

MR. MOBLEY: Thank you.

DR. MONSEES: Any other questions or comments from
t he panelists? Yes.

DR. HENDRICK: | think I understood from your
coments that you are concerned about the Federal Governnent
regul ating credentialing of physicians doing this procedure.
Do you al so have concerns about credentialing of others
i nvol ved in the procedure, say, technol ogists, nedical
physi ci sts?

DR. KRAVITZ: No, | do not.

DR. HENDRI CK: O equi pnent st andards being
propagat ed by the FDA?
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DR. KRAVITZ: No. In fact, we are very happy with
that. W have been very -- surgeons, as a group, have been
very happy with the standardi zation of the mammograns. W,
as a specialty, used to struggle with substandard
mammogr ans, and now t he mammograns, the filnms generally have
been of good quality, and we appreciate that.

DR. HENDRI CK:  Thank you.

MONSEES: Thank you for your comments.
KRAVI TZ: Thank you very nuch.

MONSEES: W will nobve on to the next speaker.

= 3 3 3

Joseph Rush. Is he in the audi ence?

[ No response. ]

DR. MONSEES: We will nove then to the next
speaker. Ml ee Shay.

Pl ease state who you are and who you represent.

M5. SHAY: M nane is Malee Shay. | ama patient,
a concerned patient, and | am speaking on nmy own behal f and
on the behalf of other wonen that perhaps experienced what |
experi enced.

DR. MONSEES: Can you speak into the m crophone
and et ne remnd you, Ms. Shay, that you have 10 m nutes.

M5. SHAY: Yes. | paid ny own way this year and
| ast year. Okay. | reside in Seattle, Washington. One
year ago | spoke before this commttee as a concerned
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patient regarding ny experience in undergoing a stereotactic
breast biopsy in 1993. | do not intend to repeat ny
statenents of 1996 today, as a copy of ny prior comrents
have been encl osed in the notebooks | have provided to you.

| have al so provi ded newspaper articles and di scovery

exhi bits.

Since | am advised that presently two-thirds of
the conmttee is new, | believe a brief description of ny
experience is in order.

In the fall of 1993, | was advised follow ng a
routi ne mammogram that | had suspicious findings and
follow ng magnified view, that I needed an i medi ate bi opsy
of ny left breast.

| was never shown the filns, given a copy of the
report, or advised in any way by the radi ol ogi st of the
nature of the findings other than to be told that they were
suspi ci ous for cancer.

| was caused to believe that the situation was
urgent, although |I later found that the witten report
described the findings as only mldly suspicious. W
primary care provider was a nurse practitioner who relied
solely on the recommendation of this radiol ogist, who was a
so-cal l ed expert in stereotactic core biopsies.

On the day of ny magnified views, | was told by
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several nenbers of the staff that the radiol ogi st woul d need
with me regarding her findings and the upcom ng bi opsy
procedure, however, she chose to leave the clinic while |
was waiting for our neeting in the |obby. No neeting ever
occurred.

| amtypically a very conscientious and inforned
consuner. | was terrified. The staff reassured ne that |
was in the hands of an expert and lucky to be in their
clinic. | agreed to the biopsy virtually w thout question.

In the radiologist's owmn words to ny subsequent
doctor, the procedure was a disaster. In brief, |I was not
properly anesthetized and experienced excruciating pain with
the taking of each of the 10 sanples. There were two
physicians in the room the radiol ogi st who presunmably had
read ny filnms, and one who was never introduced to ne, nor
identified in ny nedical records.

These physicians engaged in a continued argunent
t hroughout the procedure as to how it ought to be perforned.
| medi ately after the first five sanples were taken, | was
told they were all useless. Another five sanples were then
t aken.

The unidentified doctor did not return for the
second attenpt. No vital signs were taken even though the
procedure took over two hours and | was adm ni stered Valium
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t hroughout the entire procedure. | was black from bruising
on ny entire left side conpletely down ny rib cage.

Foll ow ng the procedure, as a result of expressing
numer ous concerns to my nurse practitioner, | was referred
to a highly regard breast surgeon who remains my current
physi cian. The radiologist clinic at which ny biopsy had
been perfornmed refused to rel ease ny records, thus
obstructing ny nedical care and requiring nme to retain an
attorney to secure ny records.

My new physician told nme that in her view | had
not needed the biopsy at all and a blind second read of ny
films by a second radiologist resulted in a clear diagnosis
of mlk of calcium To add insult to injury, one year |ater
when nmy mamograns were conpared to the previous views, it
was di scovered that the radi ol ogi st who perforned nmy biopsy
had m ssed a clearly visible mass in ny right breast, which
thankfully turned out to be benign.

| later raised questions concerning the lack of a

bill fromthe radiology clinic, and was cheerful ly advi sed
there would be no bill because the procedure was consi dered
experinmental. The clinic said the first hundred patients

woul d not be billed, only the insurance carriers would pay,
and pay they did as the clinic triple-billed ny insurance
conpany, who |ater requested a partial refund.
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In answer to ny conplaint that | was subjected to
an experinmental procedure w thout ny consent, the clinic
started also billing ne and continued to do so on a nonthly
basis until our state medical board started their formal
i nvesti gati on.

My efforts to work with our state Quality
Assurance Comm ssion were both frustrating and usel ess.
State nedi cal boards cannot be relied upon to initiate or
enforce regulations. Although I submtted a 350-page
conplaint with detail ed docunentation, in the end, which was
26 nonths |l ater, they did not even address the refusal of
the clinic to release ny records, which was a cl ear
violation of our State Health Care Information Act.

| also submtted nmy docunentation to the Anerican
Col | ege of Radi ol ogy, the King County Medical Society, and
the FDA. My present doctor, who is considered an expert in
breast disease, also wote to your state board indicating
that ny biopsy was predicated upon the acquisition of a new
pi ece of equi pnent rather than nedical necessity.

In an effort to obtain full information about the
reasons behind ny unfortunate experience with this
procedure, and in an effort to find sone accountability for
what had occurred, | reluctantly conmmenced litigation
against the clinic and the radiol ogist in 1996.
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That litigation has recently been resol ved and
al t hough I cannot discuss the terns of the agreenent, | want
this coomttee to know that ny primary notivation in
resolving the litigation was that | consider the work of
this commttee and consunmer awareness to be a much greater
i ssue.

| would like to share with the commttee sone of
the disturbing facts which were confirmed through our
i nvestigation and the discovery process. Sonme issues don't
pertain directly to the stereotactic procedure, but show
what a consuner m ght face going through the process.

The radi ol ogi st who perforned ny procedure was and
is a well-educated, highly-credential ed physician, who
appears to have been well trained in breast inmaging. She
canme to Washington State and becane enployed at the clinic
where ny procedure was performed approxi mately two nont hs
prior to nmy biopsy.

None of the institutions at which she had worked
previ ously possessed a stereotactic table. She has since
been termnated by the facility and according to our
information, she is now in her second position since being
termnated. She is no longer practicing in Washi ngton
St at e.

Mysteriously, after nmy suit was filed, the
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radi ol ogy clinic seened to dissolve and reappear under a new
corporate nanme. The table on which ny biopsy took place was
manuf actured by the Lorad Conpany. Although ny physician
had apparently attended a sem nar regardi ng the Fi scher
tabl e, she had absolutely no training or experience on the
Lorad table prior to comng to Seattle.

In spite of nunmerous requests for information over
three years, it took filing of a lawsuit for ne to determ ne
that I was at the beginning of this physician's |earning
curve. Docunents obtained through litigation denonstrated
clearly that this physician was having repeated serious
probl ens performng this procedure prior to nmy biopsy. It
is on record that she had refused training in spite of
repeated recommendati ons by the manufacturer and distributor
of the table.

Docunents al so stated that the technicians at this
facility were overworked, distracted, and ill trained.

DR. MONSEES: Ms. Shay, sumup. You have between
one and two mnutes left.

MS. SHAY: | have encl osed for you sonme of this
docunentation and I would urge you to reviewit. | believe
it clearly denonstrates that the radiologist in nmy cases was
not conpetent in the procedure at the tinme of ny biopsy.

This is information | deserve to be inforned of
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prior to making a very inportant decision regarding ny
health care. | have also enclosed a letter witten by the
radi ol ogist to the manufacturer of the table. This letter
was witten in response to a letter fromthe distributor of
the table to the director of the clinic.

In this correspondence, the radiologist admts
that other radiologists at this facility were having
probl ens and the table is blanmed. She further describes a
case she was performng in which the needl e passed
conpletely through the patient's breast. This incident
apparently occurred in the presence of an application
specialist who was attenpted to train ny radi ol ogi st.

These docunents and ot her information obtained in
our lawsuit clearly paint the picture of a physician who was
not properly trained and who was know ngly experinenting on
unsuspecting patients.

Menbers of the commttee, the issues before you
are extrenmely inportant to the thousands of Anerican wonen
each year who find thenselves in the sane position as | was
inthe fall of 1993. | consider these issues so inportant
that | have traveled here for the second tine from Seattle,
Washi ngton, to speak to you today.

| have chosen to resolve ny lawsuit, so that ny
interest in these greater issues will not be m sconstrued.
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According to one stereotactic expert with whomny attorney
has spoken, there are hundreds of physicians throughout the
country performng this procedure who are not properly
trained to do so.

He described it as the biggest nmess he has ever
seen in the course of his long and distingui shed nedi cal
career. The health issues involved are too inportant to be
caught in the crossfire of a turf war between surgeons and
radi ol ogists. | wsh | had been given the opportunity to
consult with a surgeon who woul d have had nmuch nore
experience in the area of counseling patients regarding the
need for, and the specifics of, surgery.

I nstead, | received no counsel whatsoever froma
radi ol ogi st who |ikely had spent her career detached from
t he every-day physician-patient contact routinely
experienced by a breast surgeon.

However, | understand that there are aspects of
this procedure which denmand expertise in radiologic
interpretation. Whatever the result of the struggle between
these two specialty areas, however, the overriding and
gui ding principle must be that the physician performng the
procedure is adequately trained.

| amcurrently in the process of preparing a
docunent to submt to the Governor and selected |legislators
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i n Washi ngton State, focusing continued attention on this
i ssue, as well as exposing the ineffectiveness of our state
medi cal board.

My work has al ready generated nedia i nterest on
the state and national level, and | intend to continue to
pursue the issue of regulation and consuner awareness.

| am once again confirmng the need for the
commttee to inplement strict guidelines and regulations to
ensure that this inportant nedical procedure be perfornmed on
informed patients by conpetently trained physicians. Please
keep the patient in mnd.

Thank you.

DR. MONSEES: Thank you for your conments.

| s there anybody on the panel who would like to
make a conment or a question of M. Shay?

Thank you. Thank you very nuch.

W will nove down to R Philip Burns, physician.

DR. BURNS: Thank you, Dr. Mbnsees.

| am Philip Burns and | am a surgeon from
Chat t anooga, Tennessee, and | represent the Advisory Counci
of the Anerican Coll ege of Surgeons here.

| appreciate the opportunity to address you and to
i ntroduce ny coll eagues who are pioneers in the field of
i mage- gui ded breast biopsy, specifically stereotactic breast
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bi opsy.

| am a general surgeon. | amthe Chairman of the
Departnent of Surgery at the University of Tennessee in
Chatt anooga, and | serve in several capacities as regards
the Coll ege of Surgeons and the Sout heastern Surgical
Congress in terns of program devel opnent and educati on.

| amalso a practicing general surgeon with an
enphasi s on breast disease, but | also performvascul ar
surgery, as well as |aparoscopic surgery in a variety of
di sease states.

In our comunity, as has already been alluded
here, surgeons are the primary caregivers for breast
di sease. W find that a | ot of wonen are confused about the
status of breast disease and breast eval uation, and
mammogram i s not enough to decide which patients absolutely
must and nust not be treated. Physical exam nation and
clinical judgnent are very inportant, and it falls to a | ot
of the surgeons in our conmunity to do that.

Three years ago we purchased a stereotactic biopsy
unit for our faculty. W placed it in our clinic. W have
made this technique available to both private and i ndi gent
patients that we care for. W also utilize aggressively
ul trasound eval uation and ul trasound i mage bi opsy, as well
as we have had a long-standing interest in ultrasound
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t hrough eval uation of vascul ar di sease, as well.

Qur residents are trained in the techniques of
breast di sease evaluation and thusly, in our facilities,
stereotactic breast biopsy, ultrasound gui ded biopsy. They
performthese procedures under faculty gui dance, and when
they | eave our training programnow, they are credential ed
inour mnd to performthese procedures as they go into
practice. So, it has becone an integral part of our
educati on programin Chattanooga.

We have published our data in peer-reviewed
journals in relationship to our statistics involving
patients fromthe initiation of utilization of this
procedure, but we have al so published our data in terns of
t he needl e-directed excisional breast biopsy, as well. And,
by the way, our results in ternms of malignancy rate,

i ncidents of biopsy related to BIRAD s cl assification of
breast |lesions, is essentially the sane between those two
studi es which involves essentially patient cohorts that we
assune woul d be the sane as they cone to our clinic or

t hrough our practice for their treatnent.

We currently participate in the newy devel oped
i mage- gui ded breast biopsy registry that is coordi nated at
the University of Louisville by Dr. M ke Edwards, and we
| ook forward to results fromthis nationwide in terns of the
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assessnment of this technique further in addition to that,
that we have in our |ocal conmmunity.

We think that it is extrenely inportant for |ong
termfollowp to be docunented. This registry will help
with that a great deal in addition to augnenting our own
prospective analysis of this.

We perform approximately 600 core biopsies a year
inour facility. W frankly do a few nore ultrasound-gui ded
bi opsi es than we do stereotactic biopsies, and again it
depends on the clinical judgnent of the physician at the
time as to which you use.

It has already alluded to the fact that across the
country, this technol ogy has exploded in the surgica
community, and that is because it is proven effective in
both the eval uation of breast disease and certainly, we
think, in reducing the fear and anxi ety that wonmen have of
breast disease, in that it is |less invasive and in nost
circunstances certainly far less painful to the patient.

My primary m ssion other than defining what | do
nmyself is to take the opportunity and the privilege to
identify or introduce you to ny two coll eagues who are here.
Sone of you net them|last year, those that are newto the
commttee m ght not have net them Dr. Phil Israel and Dr.
Kanbi z Dow at .
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Dr. Israel is a pioneer in the clinica
application of stereotactic core biopsy, utilizing this
aggressively in his practice which is isolated to the
treatment of breast disease at the Breast Center in
Marietta, Georgia.

In addition to performng this procedure in over
5,000 patients, he has maintained a prospective analysis, he
and his group of physicians, maintained a prospective
anal ysis of their patients and have published themin peer-
reviewed journals, the earliest one being in the Anmerican
Surgeon in 1994 that detailed well over 500 cases perforned
in the stereotactic setting.

He has also trained in a well-organi zed training
program 750 surgeons and 100 radiol ogists in the techni ques
of stereotactic breast biopsy, and he has al so been very
much involved in the devel opnent of the training courses
t hat have been offered in this technol ogy at the
Sout heastern Surgical Congress and at the Anerican Coll ege
of Surgeons.

My other colleague is Dr. Kanbiz Dow at, who is
really the pioneer in both the research and clinical
applications of this technology. He is a professor at Rush
Medi cal School in Chicago, but early on devel oped a research
interest in this technique, spent a lot of tinme in Sweden,
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then canme back to the United States and brought the first
stereotactic biopsy unit to this country.

He applied it to the research setting first, then
to clinical application, and the published his first data in
1987. He has had nultiple other publications since that
time.

Hi s current research interestingly includes
interest in application of this stereotactic technique to
the treatnment of breast cancer through the utilization of
| aser technol ogy and perhaps he will explain that to you
some when he talks.

We are really fortunate to have himagree, at the
Col | ege of Surgeons |level, to spearhead the devel opnent of
our education courses in offering the opportunity for
surgeons around the country to conme and | earn the techni ques
of i nmage-gui ded breast biopsy. He has done a wonderful job
with this. W have regularly schedul ed courses sponsored
and devel oped by the Anmerican Col |l ege of Surgeons through
Dr. Dow at's | eadership

At this point, | would Ilike to let Dr. Dow at take
the floor and proceed fromthis point.

Thank you very nuch.

DR. MONSEES: Thank you for your comments. W
will call upon Dr. Dow at, please.
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DR. DOWLAT: Good norning, |adies and gentl enen.

| would Iike to thank you for giving ne the
opportunity to briefly go over specifically the course that
the Anerican Coll ege of Surgeons has organi zed to teach and
train the individual physicians, surgeons, or radiologists,
or otherwi se, to use this interventional technique.

DR. MONSEES: Sir, are you representing the
Anerican Col |l ege of Surgeons at this neeting?

DR. DONLAT: | amsorry, no. Yes, | am as Dr.
Burns said, | ama surgeon in Chicago, and the Anerican
Col | ege of Surgeons has asked nme to give an account of the
course that is given for training of the surgeons all over
the country.

DR. MONSEES: So you are representing the American
Col | ege of Surgeons at this neeting here?

DR. DOWLAT: Yes, | suppose that is correct.

DR. MONSEES: Thank you.

DR. DONLAT: As Dr. Burns alluded early on, | was
involved in training and teaching of this technique from
years ago, independently, at the University of Chicago and
subsequently at Rush, to radiologists and to surgeons, and
nmore recently, because of the increased interest of the
surgeons fromall over the country, we have organi zed these
regul ar courses on a three-nonthly basis for whoever wants
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to have the training.

Specifically, the courses are organi zed on a two-
day basis, didactic the first day, and the second day is
work stations where the trainees actually do procedures on
phant ons and exam ne |live patients by ultrasound, so this is
a course given for inmage-gui ded breast biopsy including both
ul trasound and stereotaxic.

The faculty, we have a roster of 40 faculty, al
very distinguished individuals fromall over the country
i ncl udi ng radiol ogists. W have had the pleasure of having
Dr. Larry Bassett and Dr. Carl Dorsey. | would like to
acknow edge their teaching and their lecturing at this
cour se.

We al so have had Dr. Laslo Tobar, an
internationally known | ecturer and pioneer in mammography,
give a whol e day course lecture and presentation to the
individuals. Also, | wuld |ike to acknow edge Dr. Robert
Pizzutiell o, who has given the |lecture on the nedical
physics, as well as risks of radiation to the physicians.

These courses have been very successful. The
eval uation has been extrenely favorable. Mre recently, we
have tried to also test the individuals who have taken the
course and to see how nmuch they have actually |earned, and
this again we are in the process of learning how to perform
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t hi s eval uati on.

The trai nees are asked questions before and after
using error systemwhich seens to be very effective. It was
used for the ATLS training and we are trying to do the sane
for the imge-gui ded breast biopsy.

On the skill stations, we also tried to test the
individuals at the end of the day to see how nmuch they have
actually | earned, how to exam ne patients and how to
eval uate and obvi ously conduct interventional steps on
phant ons.

VWat are the future plans for us? W are offering
t hese course on a quarterly basis all over the country, and
we would like to come up wth some kind of guidelines, which
| think Dr. Wnchester and others will refer to later on in
terms of credentialing the physicians who take this course.

Qobvi ously, they too require sone preceptorship
after they take the course, and in order to start the
practice at their individual hospitals.

| think at this point | stop and take any
guestions that you have.

DR. MONSEES: Thank you.

Do we have any questions fromthe panel or any
coments? Yes.

MR. MOBLEY: |Is there any requirenent that before
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a surgeon would start doing this technique, that they would
have to take this course or a simlar course?

DR. DOANLAT: Any particular requirenent you nean
by previous training? The surgeons who cone and register
for this course are those who have breast surgery as part of
their practice, and they would like to performmninmally
i nterventional biopsy technique, and there is no particul ar
qualification for that.

MR. MOBLEY: You said you hoped to devel op
credentialing criteria or sonething to that effect, but in
essence, is there any requirenment or any specific necessity
for a surgeon going through this training, or is it just
sinply those that desire the training, get it, and those
that don't desire it, don't get it?

DR. DOANLAT: That is correct. These are the
i ndividuals who desire to learn this, and because they
probably plan to performthe needle biopsy in their
community hospitals or wherever they practice.

| amsorry. They have to be board-certified
surgeons and obviously, to have their credentials in place.
| think this was well docunented in statenent by the Coll ege
of Surgeon published three years ago in the Bulletin of the
Col | ege of Surgeons.

DR. MONSEES:. Anot her questi on.
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MR, FLETCHER. Rol and Fletcher. Do you have any

idea of the ratio between those who have taken this training
and those who have not, who are perform ng?

DR. DOANLAT: That is a very difficult question. |
guess we thought that there are about 2,000 surgeons in the
United States who practice breast surgery. The ones who
have taken to date, we have offered five courses, and |
woul d say over 500 of them 500 surgeons have taken these
cour ses.

Besides this formal course, there are the private
courses given in the country. Maybe Dr. Philip Israel wll
enlarge on that. | would say | think Dr. Burns nentioned
that 700 ot her surgeons have taken this course. There are
courses given by radiol ogists that surgeons participate and
learn this procedure, so sone of themdo it once, nmaybe sone
do it twce, and so on

MR. FLETCHER  Thank you.

DR. MONSEES: Yes. First, Dr. Smth.

DR. SMTH. Do you have an opinion, though, as to
whet her these courses should be required or very strongly
encouraged rather than the pursuit of, let's say, on-the-job
training or just a general sense that this is doable? M.
Shay's material portrayed | think an extrenme exanpl e of
sonmeone who thought that they could get away w t hout having
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a course.
| guess the next question | would have is your

opinion as to whether or not there should be sone

standardi zation, formal or informal, of course materials and

what sorts of materials are presented.

DR. DOWNLAT: The answer to your first question is
yes, | think the technol ogy has becone quite conpl ex now.
The first unit that | brought to the United States was very
sinple. It was like an old car with four wheels and a
steering wheel and an engine, and you got into it and went
fromAto B, but now you have got highly conputerized
technology and it is becom ng nore and nore conpl ex.

There is quite a conpetition in the country,
therefore, the formal courses are necessary, | believe, in
order for the individuals who are going to practice this to
do it properly.

The answer to your second question is that we are
trying to standardize this and it is not very easy because
of the rapidly changi ng scene, both in stereotaxic and
ultrasound. W are, in fact, in the process of
standardi zing the whol e course fromA to Z, so that each
part or each segnent of it is given to an individual wthout
duplication or redundanci es.

DR. MONSEES: W have anot her question down here.
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Dr. Sickles next.

DR SICKLES: Just to anplify on that, |
understand from your answer, then, that it is your opinion
t hat physicians, not just surgeons, but physicians who
perform these procedures should be educated and credential ed
in doing this, or just educated?

To anplify that, do you think that if they are to
be credential ed as opposed sinply educated, that this should
require not only an initial education period, but continuing
educati on?

DR. DOANLAT: You are putting it in a very broad
term Dr. Sickles. Education, that covers a whole | ot of
things. Specifically, if you refer to the stereotaxic
needl e biopsy, you really nmean training in that particular
t echnol ogy.

| think they should be trained in this technol ogy.
Whet her the credentialing | think should be renewabl e
because, for two reasons. This is sonething which an
i ndi vi dual may go back and don't practice it, and then maybe
two or three years later, conmes and says no, | want to do
it. So, there should be sonme kind of nonitoring or
regulation in that respect.

There is also the question of the conplexity of
this technology. Initially, we used very sinple, a fine-
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needl e aspiration, then core biopsy, then bigger cores, and
now ABBI system and so on, and so on, and we are noving
into the area of treatnent of these small breast tunors with
ei ther excision of in-situ coagulation with |aser.

So, the maintenance of proficiency, | think is
inmportant, that it should be included in the future pl ans.

DR. MONSEES: Dr. Wnchester, please.

DR. W NCHESTER  Foll owi ng up on the sort of thene
of the questions of the commttee, do you think it is
possi bl e for any surgeon or any radiologist to just pick up
an article and seemto be interested in this procedure, and
then just start doing it in their hospital, or do you think
that | ocal credentialing commttees have sone guidelines in
pl ace locally to have sone requirenents for education and
proctoring at their local |evel based upon energing
t echnol ogi es?

| think it would be good to standardize that --
going back to Dr. Smth or Dr. Sickles -- it would be good
to have sone kind of standard algorithmfor the physicians
who would like to do this in order to help the credentialing
commttees of the hospitals.

The credential conmttees are |ooking to the
bodi es |i ke American Coll ege of Radiol ogy and Anmerican
Col | ege of Surgeons, and it would be good to have a joint
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statenent say these are the m ni num anount of training
needed for the individual surgeon to start, and these are
the requirenents for maintenance of proficiency.

DR. MONSEES: M. Pizzutiello.

MR. Pl ZZUTI ELLO. Dr. Dow at, we have been tal king
primarily about surgeons who are currently in practice. Can
you tell us a little bit about how young surgeons going
through their residency training are learning this new
procedure and how that m ght be docunmented, so that it is
clear that they know what they are doi ng?

DR. DOANLAT: | think that is also recently being
agreed upon -- correct ne, Dr. Wnchester, if | amwong --
that the American Board of Surgery has accepted to or is
pl anning to have this training systemintroduced or
i npl enmented in the residency program so that the residents
in their senior years take the course or take the training,

if they are going to be specifically breast surgeons, to be

conpet ent .

DR. WNCHESTER If | could just clarify that.

DR. MONSEES: Yes. Dr. Wnchester.

DR. WNCHESTER: It has officially becone part of
the required curriculumin general surgery, and thus wll be

subject to review after conpletion of training in the form
of board certification. Both the witten and qualifying
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exam nations wll include this as part of the exam

DR. MONSEES: Do we have any ot her comments? Yes,
Dr. Hendrick

DR. HENDRICK: | have a couple of sort of clean-up
guestions that | would |ike to ask. There was sone all usion
to needing to be a board-certified surgeon to do these kinds
of procedures, is that correct now or not?

DR. DONLAT: | think so. This is board-certified
surgeons are asked by their local credential conmttees,
surgeons, to be board certified in order to practice in
their conmttees. Again, Dr. Wnchester, am| correct?

DR. MONSEES: Go ahead. Yes, you nay.

DR. WNCHESTER Not really. That is not stated
as a board certification requirenent, and that was just in
an article in the Bulletin of the college a couple of years
ago. | don't believe we allude to it in the personnel
qualifications for either radiol ogy or surgery.

DR. HENDRI CK: Then, | had a coupl e of other
gquesti ons.

In your course that is | assunme mainly ained at
surgeons, can other people attend beyond the surgeons,
radi ol ogi sts, or other physicians who aren't surgeons?

DR. DOANLAT: The course is offered to all
physi ci ans, be it radiol ogists, surgeons, or gynecol ogi sts.
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DR. HENDRICK: And in the course curriculum as it
currently stands, are you including treatnent guided by
stereotactic?

DR. DOALAT: No, not currently. Currently, we
just focus on the diagnosis.

DR. HENDRI CK:  Thank you.

DR. DONLAT: | also would lIike to thank you for
your contribution to the course. | forgot to nention that
early on.

DR. MONSEES:. Are there any other questions?

If not, we will nove on. Thank you very nuch.

DR. DOWNLAT: M pl easure.

DR. MONSEES: CQur next speaker is Dr. Philip
| srael .

Pl ease state who you are.

DR. | SRAEL: Thank you. Menbers of the commttee
and participants, thank you for the opportunity to speak
today. My nane is Dr. Philip Israel and | am Director of
the Breast Center in Mariettal/Atl anta.

| address the issue before us today fromthe
vi ewpoi nt of an individual private practice surgeon and al so
on behalf of the American Coll ege of Surgeons. The purpose
of this hearing today is to consider the issue should
i nterventional mamogr aphy be regul at ed.
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My remarks | would like to be underlined by an
overriding concern for quality of care and for the safety of
the patient. | personally have been involved in
stereotactic breast biopsy since 1991. | have had the
uni que opportunity to observe this technol ogy evol ve both in
the radi ology community, locally and nationally, and in the
surgical comunity.

| trained with Steve Parker in Denver. | have had
the opportunity over the last two and a half years to
participate in Dr. Parker's stereotactic and ultrasound
courses as a nenber of his faculty, so | have taught both
surgeons and radi ol ogists, and | have seen them both
perform

In our own center, we have six surgeons. | would
like to give you just a little background fromwhere | am
comng. W have six surgeons in our center. W do only
breast work. W have access to three stereotactic units,
two of which are in surgery centers, one of which is in ny
of fice.

We have done over 5,000 stereotactic breast
bi opsies. We have kept | think extrenely conpl ete outcone
data. We have published our data in the American Surgeon in
1995, looking at the sensitivity and specificity and
accuracy of the procedure.
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We have al so been involved in training, and as
been nmentioned, we have trained al nost 1,000 radiologists
and surgeons over the last five years.

This coommittee, of course, is interested in
quality of care and assuring that the Anmerican woman gets
t he best possible service. W want to know that experienced
and responsi bl e individuals are doing these procedures.

From nmy vi ewpoi nt and ny experience, | have been
very gratified in that the surgeons that we have taught have
sel f-sel ected thensel ves out of a | arge nunber of surgeons,
and these are surgeons that have | arge breast practices,

t hey know about this technol ogy, they want to be invol ved,
and frommny experience, they are eminently qualified into
moving into this area of stereotactic breast biopsy.

| have seen them go out into their conmmunities
around the country. Many of them have opened breast centers
t henmsel ves since they were primarily doing a majority of
their work in breast, and they have all kept good auditing
outcone data. | amin constant touch with these doctors,
and | amvery pleased that they have nmade sure that they
have received the maxi mum trai ni ng.

They attend, not just one and not just two
courses, they attend nultiple courses, they do it annually,
they work on their imaging skills, and | amvery proud to
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say that | think they have been very responsible.

On the other hand, in ny own community, | have
offered to train any surgeon, free of charge, that wants to
do stereotactic breast biopsy. WMny of these surgeons do
very little breast work. Sone of those surgeons, out of
curiosity | think, have taken advantage of ny offer and they
have been trained, but interestingly enough, they have not
shown up to do stereotactic work.

| think this self-selection process on the part of
the surgeon is probably the best credentialing that we can
rely on, and what | amseeing is that the surgeons who are
not interested, who are not heavily involved in breast work,
are not trying to do this procedure.

Surgeons are enbracing this technology in an
amazi ng manner around this country, and all of the ngjor
surgi cal organizations, including the American Coll ege of
Surgeons, the Anerican Society of General Surgeons, the
Sout heastern Surgical Congress, and all the state surgical
societies are offering courses to interested individuals,
and these courses al nost al ways are oversubscri bed by the
sur geons.

The stereotactic units that are being installed
around this country, there has been an enornous shift in
where these units are going. For the first four or five
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years, they went into radiol ogy departnents and manmmogr aphy
centers. That is no |onger the case.

Recently, the majority of these units are going
into operating roons and into free-standi ng surgical
centers.

An interesting advance is all of this technol ogy
has been the explosion of the needle technology. The
engi neers for the surgical conpanies in this country are
really becom ng involved. They are produci ng new types of
instrunments to collect tissue. Sone of these instrunents
collect very large portions of tissue, such as the ABBI and
a new instrunment that | saw at the Anmerican Col | ege of
Surgeons in Chicago a few weeks ago.

These col | ection devices or biopsy devices require
al nost a surgical procedure. They require a large incision.
It results in harvesting a |arge amount of tissue. It
i nvol ves suturing an incision and bl eeding control and wound
managenent, of course, of which surgeons are, | think,
em nently qualified.

As a second thought, | see that if the FDA does
becone involved in credentialing and nonitoring this type of
operative procedure, it is going to make a drastic change in
t he makeup of your conmttee.

You wi Il have to have surgeons, a |ot nore
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surgeons involved. You wll have to have operating room
supervi sors, operating roomtechnicians, and probably even
nmonitors going into operating roons to evaluate sterility,
wound managenent, and all the other nyriad of things that go
into surgical biopsies.

The surgeons have started a national data
regi stry, looking at and tracking the indications for breast
bi opsi es, for stereotactic breast biopsies, the type of
breast biopsy is this stereotactic or ultrasound, the type
of instrument used to collect the tissue, of which, as |
have nmentioned, there are a nyriad of instrunents today, and
this will track the false negatives, the fal se positives,
the accuracy of the procedure, as well as the conplications.

This has been set up by Dr. M ke Edwards at the
University of Louisville, and all of the surgeons in the
country that have been recogni zed, that are doing these
procedures, have been sent data collection sheets, and are
contributing data.

| was very interested in the public testinony this
nmor ni ng because nost of the conplaints and the problens in
the public sector have to do with the surgical aspect of
this procedure, and not the inagi ng aspect.

It has to do with non-surgeons who are now novi ng
into the arena of perform ng breast biopsies, where they
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have to deal with sterility, infornmed consent. This is
where | think the public is having a problem

Fortunately, these are issues that surgeons w ||
have no problemw th. Surgeons have dealt with sterility
for decades, we deal with it every day. Inforned consent,
we tried stereotactic breast biopsy as if it is an operative
procedure, not an extension of the mammobgram which nmeans we
get infornmed consent, we talk to the patient about options.
There is a bonding wwth the patient. W do a good physi cal
exam nation to make sure there is no coexisting disease.
This is part of our npbdus operandi on a regul ar basis.

O her, non-surgeons, are going to have go acquire
these skills in order to satisfy the consunmer, and not
create the kind of problens that we are hearing testinony
about today.

| will end ny cooments at this point and entertain
any questions that there are.

DR. MONSEES: Thank you.

Do we have any questions or conments fromthe
panel ? Yes, Dr. Farrell.

DR. MOORE- FARRELL: What needl e systemare you
predom nantly using or do you have one that you use nostly?

DR. | SRAEL: Fortunately, we have had experience
with alnmost all of the needl e technol ogy. W have not
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abandoned t he standard, 14-gauge TruCut. That is part of
our armanentarium Certainly, suction device instrunents
i ke the Mammatone. We do all of our mcrocalcifications
wi th Mammat onre. We do nost of our nodul ar densities with
14- gauge or 12-gauge TruCut.

DR. MOORE- FARRELL: On the Mammat one, are you
using the 14 gauge or the 11 gauge?

DR ISRAEL: Initially, we used both, but all of
the seven doctors in ny group have mgrated towards the
| arger needle. W collect nore tissue wwth that, and we
don't have any additional pain or bleeding.

DR. MONSEES: Dr. Sickles.

DR, SICKLES: 1Is it your contention from your
experience as a teacher and going around the country, that
all surgeons now performng this procedure are fully trained
in doing it?

DR, ISRAEL: O course, | can't answer that
because | don't know all of the surgeons that are doing
stereotactic biopsy, but I aminpressed at those that | am
aware of that are doing it, appear to be doing it in a very,
very responsi bl e manner, and are show ng up at neeting after
meeting after neeting and really making a conscientious
effort to becone trained and specialist in this area.

DR. SICKLES: Do you tend to see the sane people
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com ng back?

DR. | SRAEL: W see a lot of the sanme people
com ng back in addition to individuals who are testing the
water to see if they want to becone involved, and as | have
said before, generally, this is a self-selection process and
t hose doctors who have high volune breast practices are the
ones that want to and are getting invol ved.

DR, SICKLES: | understand that. Are you aware of
any surgeons or, for that matter non-surgeons, who are doing
this procedure, who are not trained?

DR | SRAEL: Yes.

DR SICKLES: So there are such.

DR | SRAEL: Yes.

DR. MONSEES: Dr. Denpsey.

DR. DEMPSEY: Dr. Israel, | just want to clarify
your statement at the end there. Are you saying that only
surgeons talk to the patient and obtain infornmed consent for

this procedure, because that is what your statenent kind of

DR. ISRAEL: No, | think that the conplaints that
we hear before this commttee are involved with |ack of
i nformed consent, |ack of bonding, |ack of comunication
with the doctors they have encountered, and | limt ny
remarks to that. Certainly, radiologists talk to patients,
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surgeons talk to patients. | think that there will be
certainly varying degrees of personal involvenent by the
physi ci an.

| would say that | think that surgeons are nore
accustoned to interacting wth patients prior to a
procedure, doing physical exam nations, giving options, and
receiving informed consent, but | think this is an area that
the radi ol ogists will have to inprove upon since it is not,
has not been in the past a part of their general approach
woul d be ny opi ni on.

DR. DEMPSEY: Even in things like interventional
radi ol ogy?

DR, ISRAEL: | don't want to extend ny remarks to
t hat area because | have no information about that.

DR. DEMPSEY: The bl anket statenent was out there
and | just wanted to clarify that.

DR, ISRAEL: | don't want to | eave any false
inpression. Certainly, | think that radiol ogists, as
manmmogr aphers in particular, who focus in this area, can do
all of these facets of interacting as well as a surgeon.

DR. MONSEES: Dr. Smth.

DR SMTH. Two questions on the last point. The
i ssue of dealing wth inforned consent, patient reassurance,
that sort of thing, could be strongly enphasi zed in courses
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any physicians were taking.
DR | SRAEL: Yes.
DR. SMTH. | presume that is in the courses that

you are teaching.

DR | SRAEL: Yes.

DR SMTH. The next question is, is it your
opinion that after one of these courses, which typically
runs over two to three days, the physician who has taken
this course for the first tine, are they fully conpetent to
begin perform ng these procedures on their own?

You enphasi zed that you get a | ot of repeat
at t endance, so obviously people are com ng back to hear new
i deas, but perhaps they are also com ng back to reinforce
the training that they have already had, benefiting from
sone redundancy.

So, the question is, | nean a weekend happens to
be a period of tinme off, it works out that way, and it is
only so long. Do people com ng back fromthese courses, are
they ready to go in your judgnent or what el se m ght be
requi red?

DR I SRAEL: | think we weekend course is a
beginning. It's not the mddle and it's not the end. It's
the beginning of a | earning process for surgeon and
radi ol ogists. | think both radiol ogi sts and surgeons w ||
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recogni ze that you will not learn to do this procedure in a
weekend. It is nore like an art form It's |ike asking a
pai nter, when they are fully trained, | think every day an
artist learns to inprove his technique, and | think these
procedures are no different.

The imaging skills, the surgical skills, the
communi cation skills can always be inproved. It's a
continuing | earning process.

DR MONSEES:. Yes.

M5. HEINLEIN: Dr. Israel, what personnel are
involved in the procedure? | nean is it you and a nurse, is
it you and a technologist, is it only you? Can you share
that with us?

DR ISRAEL: It is nyself and a technologist. In
our teaching, we certainly recommend that no radi ol ogi st and
no surgeon do this procedure w thout a doubl e-registered
technol ogi st. However, | think that the physician al ways
has to be in control, the technol ogi st does not make the
decision this is the lesion to be biopsied. The
t echnol ogi st does not mark the area of access for the cores.
That relationship has to be established and mai nt ai ned.

In our center, we do not involve a radiologist. A
radi ol ogi st has never been in our center for the 5,000 cores
that we have harvested. This was a very hard decision for
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us, because in a way we were very nuch pioneers at this
tine.

When we started doing this procedure -- do | have
a nonent to answer that question, naybe a mnute -- when we
started doing this procedure, | actually |obbied the
radi ologists in ny community to get a stereotactic unit for
two years, and it was never done.

A surgical center offered to buy the equi pnent and
| said, yes, please buy it, this technol ogy needs to be
offered in this community. At that tinme, | already had four
years of breast only, and |I had inproved ny inmaging skills,
but | had to make the decision am| conpetent with ny
imging skills to do this w thout radi ol ogy assi stance, and
| gave this a | ot of serious consideration.

In the end, | said yes, | think I can do this, and
so we enbarked in that manner, and we have not had any
radi ol ogy assistance in inmage interpretation in our center.

DR. MONSEES: Do we have any ot her questions here?

| would like to just ask a brief question. | ama
little confused because one of the major advantages that
accrue to patients who undergo stereotactic core biopsy is
that it has noved the biopsy procedure out of the operating
roominto an office type practice, and we have done | ess and
| ess invasive things.
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Do | get fromthe drift of what you descri bed
havi ng seen at the Anmerican Coll ege of Surgeons with nore
i nvasi ve bi opsy devices, that you see an advantage to those
| arger core devices, one, and two, are you predicting a nove
back to the operating roomwhen, in fact, we were raving
over the last couple of years about a major advantage that
we have noved out of the operating roonf

DR. | SRAEL: Thank you for asking those questions
because they are very inportant. Personally, | don't I|ike
the larger core biopsy instrunents. They don't serve ny
purpose. | want to nmake a diagnosis with this instrunent.
| can do it with nuch small er needl e devices.

The second part of your question, do we want to
see these procedures noved back into the operating roon?
Absol utely not. Wen the device is placed in an operating
roomarena, it usually is placed in an area where out patient
surgery is perforned, separate fromthe actual operating
room ar ea.

So, | think that we must, first of all, make a
commtnment to continue mnimally invasive work. W don't
need to make a 2-centinmeter incision to achieve a diagnosis,
but there are sone doctors that don't agree with ne, and
they feel nore confortable using |larger core instrunents.

| think the practicing habits of the doctors wll
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eventual ly determ ne which of these biopsy instrunents wl|
survive and which will fail, but | certainly support
mnimally invasive work in an outpatient setting.

DR. MONSEES: Thank you.

Do we have any other final questions here?

Thank you very nuch.

DR. | SRAEL: Thank you.

W will nove on to Dr. Armando Santelices.

DR. SANTELI CES: Good norning and, first of all,
t hank you very much for allow ng me the opportunity to conme
once again and testify before this panel. | bring you
greetings from South Florida, the world chanpi ons.

DR. MONSEES: Dr. Santelices, are you representing

yourself or an organization?

DR. SANTELICES: | amgoing to give you a |long
list.

DR. MONSEES: Thank you.

DR. SANTELICES: First and forenost, | am
representing nmyself. | have a breast center which was

opened in 1991. M nunbers are not as staggering as Dr.
| srael, but | have done over 2,000 biopsies. The machine
that was placed in ny center was machi ne nunber 98,
manuf actured by the Fi scher Conpany.
Like Dr. Israel, | took ny first training with Dr.
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Par ker, which by the way, created the first turf battle
because at the end of his lecture, he had a radiol ogi st
stabbing a surgeon with a Bard-Parker needl e and sayi ng t hat
in the future, breast biopsies would be in the donain of
radi ol ogi sts, not surgeons. So, that is one conflict,
because obviously I amrepresenting ny personal interest,
but obviously, ny interests are of ny patients.

| am al so the new nedical director of a center of
excel l ence for Health South that has been created in South
Florida, which will have a nultidisciplinary approach to
breast di seases including radiologists, nutritionists,
psychol ogi sts, internists, and surgeons.

My plane ticket was purchased by the Anerican
Soci ety of Breast Surgeons. Yesterday, | received a phone
call fromDr. Caplan, who said if | wouldn't mnd reading a
letter that he would prepare for you, and that as a return,
he woul d pay for the plane ticket. | would have read the
letter anyway, but if he was going to pay for the plane
ticket, of course, | took it.

Last but not least, | amcurrently under
negotiations to enter into a contract agreenent with U S
Surgi cal, because of the research and devel opnent that is
bei ng done with regards to new needles. In addition to
this, US. Surgical Corporation just bought out a conpany
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cal | ed Neovi sion, who does sonographical |l y-gui ded, conputer-
gui ded biopsies, and ny center was one of the clinical trial
centers, and we have done over 100 ultrasound-gui ded
bi opsi es uses conputer technol ogy.

So, | think that will give you a brief overview of
all nmy conflict of interest. | would Iike for the record

also to state that | amnot board certified, and therefore,

if we follow the board certification route, | would be out
of the picture inmmediately. | have been 17 years in private
practice, | have never been sued once. | amthe Chief of

Surgery at Palnetto General Hospital and | have been there
for the | ast eight years.

G ving you an overview of where | cone from |
still think of nyself as a country doctor. M credentials
are not gigantic and | have never published a paper on
stereotactic biopsies, basically, because every tine | saw a
paper, the nunbers that | sawmmc mne, and | didn't think
| had anything el se to add.

They say an expert is one who creates and wites a
| ot of papers, so | guess in that respect I amnot an
expert, but | know the definition of an expert is sonebody
who cone and travels 500 mles away fromtheir home and
testifies, so in that case | may be an expert.

When stereotactic biopsy started to becone
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sonething that was witten in the literature, it started out
in Sweden with Dr. Laslo Tobar, and he started doi ng work
with fine-needle aspirations.

As a surgical resident, every tinme we need a
needle wire localization, and we had to go in there and
extract a piece of tissue, hunongously | arge, and sonetines
the incision wiuld be done at what | call Tall ahassee,
Florida, and the needle wire would be at Key Wst, | al ways
kept asking nyself is there a better nousetrap, is there a
better way.

When | started reading up on it, and | becane
aware of the advent of this machine, | went ahead and | eased
one, | didn't purchase one, no down paynent with the | ease,
and | took a risk and | put the machine to work.

As | stated, | took the course with Dr. Parker
and followng that, and we did | ots of eggplants, never a
patient, | prepared nyself to start stereotactic biopsy work
utilizing a very, very narrow group of patients. | didn't
go for the mcros at first, and I didn't go for |esions that
were less than 1 centineter in order to acquire a | earning
curve of nmy own.

No course and no weekend course can give you that
ki nd of experience unfortunately, and no matter how nuch
they charge you for it, they are not ever going to |let you
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make the cut in the lady and put the needle. That is
sonet hing that sooner or |ater you have to do on your own or
wi th preceptorship, which is not what is com ng about.

Because | was a surgeon, the first surgeon in the
State of Florida to do this, | felt it was very inportant to
keep nunbers, because | know sooner or |ater sonebody was
going to try to hammer ne in the head with it, |I was called
a quack. M own surgical group felt that this was
i nappropriate, and the radiol ogists weren't buying into it
at the time. | amhappy to see that now it has becone a
matter of who is going to do it and when

So, obviously, those of us who had first started
at this, and like Dr. Israel, can sit here and feel
gratified that our forethought or our vision cane to.

| am here to say that | amvery concerned when
sonet hi ng becones so reqgulated that it may exclude the |ikes
of nyself. | know this sounds self-serving, but it is the
truth. | amnot board certified and | don't have four hours
of radiation physics. Does that nean | can't do it?

At the sanme token, if | was board certified, and |
t ook a weekend course, does that nmean | know how to do it?
So, ny presence here is to make sure that when you make your
decision, first of all, it is not political; second of all,
that you take in consideration that there are individuals,
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such as nyself, that may be adversely affected; but, nost
i nportant, whatever decision you do be for the patients
wel f are.

| don't have a problens with radiol ogi sts doi ng
this procedure if they are trained in surgical techniques,
just like the radiologists should not have a problemif |
told them| know how to interpret a mammogram | don't read
them | know ny Bl RADs.

As a matter of fact, as a surgeon, | go to
probably nore radiol ogy neetings than | go to surgical
nmeeti ngs, because in order to be "a breast surgeon with
i magi ng experience,"” that is where | need to go.

The Anerican Coll ege has not put a course yet on
how to interpret manmography, and you don't sit there and go
fromscreen to screen to screen, and | ook at 40 cases and
test yourself, but the American Coll ege of Radiol ogists
does, and | have taken that course.

So, what | am asking you to do is pl ease consider
the possibility of creating a set of regulations that does
not exclude, but actually includes, that it makes sure that
it addresses the real needs, which may not be sone of the
needs that have been addressed today, it may be all the
needs that were addressed today.

The patient is the ultinmate recipient of our
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know edge, our technol ogy, and our care and our |ove and our
attention, and a lot of that cannot be learned in a two-day
course, and certainly board certification does not give you
t hat .

The light still is green. | think | have about
2.8 mnutes, so what | will dois | wll leave it open for
any questions, because a question sonetines allows ne to
expand on a subject. | didn't conme with a witten
testinmony, so | did it off the cuff, so | would rather just
answer questions.

DR. MONSEES: Thank you, sir.

Do we have any questions fromthe panel? Yes.

DR. SICKLES: You had sort of side statenent that
| would clarify. | understand your concerns about
regul ations that require board certification because that is
an extrenely difficult thing to acquire.

On the other hand, in with that you tal ked about a
few hours of education in radiation physics. Do you not
feel it is inportant to have sone understandi ng of the way
in which the equi pnent that produces the x-rays that you are
using works, so that if it isn't working, you m ght
understand how it would --

DR. SANTELICES: | certainly agree with that. As
a trained surgeon, | did interpretive chol angi ograns for God
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know how many years, and | certainly utilized fluoroscopy at
the tinme, and part of ny training was |earning about the
radi ati on hazards that occur, and the stuff that occurs with
that. And by the way, at 2 o'clock in the norning,
interpretive chol angi ogram sel dom gets read by a radi ol ogi st
at that nonent, so | was also taught to interpret radiol ogic
findings at the time of an energency, and when | trained in
trauma, and we did a peripheral vascul ar study for a gunshot
wound and did an arteriogram | certainly was al nost self-
trained in the sense that your senior resident teaches you,
and you teach the lower resident to interpret.

So, yes, | don't disagree that the training has to
occur. | amvery concerned of starting to put four hours of
this, three hours of that, two hours of the other, because
in the State of Florida, | have five of HV, two of donestic
violence -- | can give you a list, and it goes on and goes
on. That's all.

DR. SI CKLES: But you do understand that a certain
anount of basic training m ght be needed?

DR. SANTELICES:. O course, yes, sir. | have no
qualns with that.

DR MONSEES:. Yes.

MR. FLETCHER. At the tine that you began and
essentially self-taught --
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DR. SANTELICES: No, | was trained by Dr. Parker

wi th an eggplant and an olive inside. By the way, | got
green, red, green, and that nmeans | got it right in the
center, the pinento, you know, the pinmento-filled olive.

MR. FLETCHER | guess ny question is, with the
courses that are available now, how woul d you advise a
young surgeon who wanted to do this?

DR. SANTELICES: | would not only recomrend, but
as the Chairman of the Credentials Cormmittee of ny hospital,
| demanded t hat whoever wanted to do stereotactic biopsies
present with a course, knowing quite well that the course
may only be the beginning, but at |east gave us an idea that
this individual had at | east went somewhere and took the
necessary prelimnary teachings required for this. | took
the course, you know.

But the question still remains is that course the
end-all to the end-all, and | think Dr. Israel stated quite
clearly that it's just the beginning, it's a continuous
| earni ng process.

Yes, sir?

MR. MOBLEY: You noted the |ack of a requirenent
for a preceptorship or you made sone statenment regarding
that, and you are saying there that there is a need from
your perspective as the chair at your hospital, there is a
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need for the basic training.

What ki nd of proposal would you make regarding the
pr ecept or shi p?

DR. SANTELICES: | think that there has been a
docunent that canme out between the Anerican Coll ege of

Surgeons and Anerican Col | ege of Radiology, that pretty nuch

deals with it. The proposal -- | amnot here to actually,
and | amsorry, | may be here not fixing the wheel, but at
the sane token, | amnot going to give you nunbers -- there

is a proposal on the table, 12 has been the nunber that |
t hi nk has cone out.

It is not a scientific nunber, by the way. There
IS no way or no mathematic equation to conme out that if you
did 12, then, you are an expert, because Shay here, her
doctor may have done 13, and she got into trouble.

At the sanme token, | think that 12 was a result of
one per nonth, 480 mammobgrans was the result in nmy mnd of
40 per nonth, 10 per week. |Is there a scientific basis into
a learning curve? | don't think so. | think that better
of f would be to have the preceptor sign off on the
candidate. It may take himone, it may take him 200. He
m ght should change the job if it's 200.

MR. MOBLEY: | asked you the question because you
seened to be out there --
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DR. SANTELICES: 1In the fringes. | am

di senfranchised. | don't even get a letter requesting ny
information. You know, if you don't publish, you perish,
but I am like |I told you, I amnot here to pretentious,
am just a Hi al eah boy and doi ng ny job.

MR. MOBLEY: Thank you. By the way, | amnot a
boy anynore, | amgetting ol der.

M5. HEINLEIN: You used a table --

DR. SANTELICES: Yes, ma'am | use the Fischer.
have had it for six years. | started out the ol df angl ed
little thing you put the filns on, and I amnow i nto
digital, I aminto conputer guidance, and I amstill paying
the | ease conpany because every tinme | buy a new piece of
equi pnent, there goes the bill again.

M5. HEINLEIN: Wat personnel are involved while
the procedure is going on?

DR. SANTELICES: | have a double-certified
mamogr apher. | stole her fromthe hospital. She has over
20 years experience. But she was being asked to do barium
enemas and upper G's, and the |ike, so when | gave her the
opportunity to do strictly breast, she took it, and | took
her, and she has been with nme ever since.

DR. MONSEES: Any ot her questions fromthe panel?

Ckay. We will nove on to our |ast schedul ed

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

88

speaker.

DR. SANTELI CES: Thank you very nuch.

DR. MONSEES: That you very nuch.

DR. SANTELI CES: Now cones ny pl ane ticket.

DR. MONSEES: Excuse ne?

DR. SANTELICES: | have to read the letter.

DR. MONSEES: | amsorry, you are Nunber 10 al so,

is that right?

DR. SANTELI CES: Yes, ma'am

DR. MONSEES: That's correct.

DR. SANTELICES: Dr. Caplan called ne yesterday at
my office prior to leaving and said can | fax you a letter
that | want you to read. This norning when | spoke to Dr.
Wnchester, | discussed it with him and | think it is
appropriate that | read the letter.

| also think it is appropriate that it is
understood that | am not speaking on his behal f, but rather
just reading a letter that he wote. Ckay?

DR. MONSEES: Thank you very nmuch. Wy don't you
go ahead.

DR. SANTELICES: He wote in little tiny letters,
and | need to get ny glasses and go slowy here.

This letter is witten to obviously -- not
obviously -- it is witten to Dr. Charles A Finder,
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Nat i onal Mammography Quality -- | am sorry, Madam Chai r man,
it was not addressed to you, but Dr. Finder, at the tine |
guess was in contact with Dr. Caplan -- and to the nenbers

of the commttee.

Dear Commttee Menmbers: It is ny testinony before
this coomttee one year ago as a breast surgeon and
President of the Anerican Society of Breast Surgeons, |
stated that regulations of a surgical procedure should not
be, in ny opinion, within the jurisdiction of the FDA

| amtoday still convinced that this is the
correct position. The fact that the Anmerican Col |l ege of
Surgeons and the Anerican Col | ege of Radi ol ogi sts have
signed off on a docunment stating their position on joint
credentialing for performance of stereotactic breast biopsy
procedures does not justify an FDA position in this matter.

| am reading verbatim

This docunent is a feeble attenpt to conprom se
political positions and to end an unpleasant turf battle.

It contains no proven guidelines that would guarantee the
quality of the service to our citizens. |In fact, | firmy
believe that it would do just the opposite.

As a breast surgeon, | have nore than three years
experience and over 400 cases in stereotactic biopsies with
a record equal to the best radiologists in the country, and
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yet under this guidelines, even | could no |longer qualify to
performthis procedure, because | cannot docunent four hours
of CME in radiation physics.

Nowhere in the docunment does it state that a
physi ci an nmust have four hours of CME in breast biopsy
procedures. | could offer objections to every other part of
this docunent, but this not the purpose of ny statenent
t oday.

| am agai nst the FDA accepting such a docunent
under any circunstances or conprom ses for the purpose of
regul ating a surgical procedure. Instead, | would like to
of fer the foll ow ng.

The FDA shoul d regul ate stereotactic breast biopsy
procedures because it is an imaging procedure and, as such,
shoul d come under an MXA, but | believe that only the
stereotactic site should be regulated to ensure the public
that it is safe as far as an i mging device is concerned and
that certain guidelines are foll owed regardl ess of the
specialty of the physician perform ng the procedure.

As to whether this physician is qualified to
performa stereotactic procedure, it should be left up to
the credential conmttee at the local nedical facility that
determ nes credentials for all the physicians on its staff.

How coul d this be done effectively? The
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stereotactic biopsy facility would be regul ated nmuch the
sanme way as mammography facility. Certain installations and
qual ity assurance neasures would be required, as well as
initial and yearly inspection by the radiation physicist.

A mamrogr aphi ¢ technol ogi st woul d be required to
operate the equi pnent and record all case histories and
mai ntai n appropriate review of records, filnms of every
procedure, as well as copies of the initial mammographic
report, pathology report, and the biopsies, as well as a
followp report fromthe radiologist stating that the biopsy
was either in concordance with the mammogram or that an open
surgi cal biopsy would be required.

Al so, a recommended foll omup exam woul d be stated
in the report. This nmethod of documentation is considerably
nore reliable in determning the qualifications and
expertise of the operator than any arbitrary nunber of
mamogr ans that an individual must review or the nunber of
cases that nust be perforned on an annual basis.

This determnation is best left up to the |ocal
credentialing body, who should have better know edge of the
physi ci an's experience in these areas.

In summary, then, ny recommendation to this
committee will be to establish an accreditation process for
a stereotactic biopsy site with annual inspections by the
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FDA and radi ation physicists. Al the local credenti al
commttees to credential the physicians as they do in al
ot her nedi cal and surgical procedures.

This woul d assure the public of a safe and
qualified stereotactic site, while at the same tine not
require that the FDA involve itself in nedica
credenti al i ng.

These recommendati ons may not satisfy those whose
intent is only to politicize the issue for their own
interests, but it will guarantee to the wonen in this
country continuing access to quality breast cares which are
bot h safe and responsi bl e.

Thank you. Robert B. Caplan, M D

DR. MONSEES: Thank you. Well read. | don't know
whet her or not you feel that you can answer any questi ons,
but there was one part that | didn't quite hear, that maybe
you can just clarify for me by referring to that docunent.

DR SANTELI CES: Yes, ma'am

DR. MONSEES: It was the concordance/ di scordance
issue. Did he feel that it was the technologist's job to
establish whether there was -- | didn't quite get that.

DR. SANTELICES: Not fromreading the letter,
didn't get the gist. | thought fromreading the letter, he
meant the radiologist. Now, |like Dr. Israel, |I do not use a
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radi ol ogi st for that purpose, concordance or discordance.
use himto read about 2,500 mammograns that are done in ny
breast centers on an annual basis, but the concordance
really cones at the time of reading the pathol ogy report.

If I was looking for mcros, and | didn't get
them the first thing | do, |I ask the pathol ogist to do nore
serial cuts. |If he tells nme, "You didn't get them™" | wll
then repeat the mamogram and work on that basis, however, |
do specinen films and many times | have told the pathol ogi st
you may not seen them but here they are, and there is two
cores and there are all the little mcros right there.

So, at tinmes you can have a path report that
doesn't say you have m cros, but yet your specinmen film
shows it. Now, if |I am/looking for sonething that should be
at least fibrocystic, and | just get fibroadi pose tissue, |
don't feel | have concordance. In cases |like that, we
repeat the mammogram

DR. MONSEES: Thank you.

M5. HEINLEIN: |, too, got the gist fromthe
readi ng of the docunent that it was the responsibility of
the technol ogist to do the foll owp and nedi cal audit
information. Wuld you mnd just going back to the docunent
and reading that sentence that is in there?

DR. SANTELICES: Yes, ma'am | may start a little
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before, so | can get the whol e neani ng.

A manmogr aphi ¢ technol ogi st would be required to
operate the equi pnent, and records of quality and case
hi stories woul d be maintai ned for review during an annual
i nspection as is currently required for a mamography
facility. |In addition, either the |ocal credentialing body
and/or the FDA would also require the facility to maintain
the digital filmrecords of every procedure, as well as
copies of the initial mammographic report, pathol ogy report
on the biopsies, and a followup report fromthe radi ol ogi st
stating that the biopsy either was concordant with the
mamogr am or that an open surgical biopsy would be required.

Al so, | recomend the foll owup exam woul d be
stated in the report. This nethod of docunentation is
considerably nore reliable in determning the qualifications
and expertise of the operator than any arbitrary nunber.

So, | didn't see, | didn't read that.

DR. MONSEES: Thank you. | didn't hear that
initially. What he is saying is that the surgeon would do
t he bi opsy and the radiol ogi st woul d determ ne whet her there
i s concordance or discordance.

DR. SANTELICES: That is what the letter states.
| brought to your attention that in nmy case, | don't, and
Dr. Israel doesn't.

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

95
DR. MONSEES: Right. Thank you.

| think probably we should put a copy of the
letter in the record. Likewise, the letter that you read,
we would like to have probably also put. Thank you.

DR. HENDRI CK: There is a new concept introduced
inthis letter, which is that the nedical board -- | think
is the phrase that was used -- should be sufficient to
ensure the credentials of the physician performng this
procedure, and | don't fully understand the real m of
gover nance of nedical boards, but | thought they had to do
with hospitals.

DR. SANTELI CES: Right, and he stated
credentialing body of the hospital or/and facility. As the
Chairman of the Credentials Conmmttee and dealing with
sonet hing that was brought up as a matter of record,
| apar oscopi ¢ chol ecystectom es, when they first started out,
we really didn't know how many nunbers to ask of the
physi ci an, and each hospital sort of set up their own little
gui delines, three on your own, three with preceptorship,
bring a copy of the course, but what | do know as far as
credentialing, that any new procedure that is done in the
hospi tal needs to be approved by the Credential Ethics
Comm ttee, and then anybody who is going to do it, whether
it is transesophageal sonography, whether it is
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t ranscut aneous pacemaker, or percutaneous, whatever, first,
the procedure gets approved, and then the physicians have to
provi de qualifications for the procedure.

Each hospital does take different paraneters.

Sone hospitals require three, sone hospitals require five,
sone hospitals say if you prove it on the first shot, you
don't need to do it on the second or the third.

DR. HENDRI CK: Just to follow up on that, what is
the issue with non-hospital settings for performng
stereotacti c bi opsies?

DR. SANTELI CES: Well, non-hospitals, short of a
Dr. Israel or nyself or nmaybe two out of three, don't really
exist. This nmachine is very expensive and nowadays the
financial remuneration for the biopsy has gone down so | ow,
| don't think that one person alone can ever be invol ved.

So, it usually falls into a single day surgery,
out patient surgery, that has their own credentialing body.
They all have their own byl aws. Nowadays, starting in 1998,
they are going to be checked out by the Joint Comm ssion
also. Right nowthey are in a voluntary state of being
eval uated, but starting next year | think that the
outpatient facilities are going to fall in the Joint
Commi ssi on al so.

So, there is a whole set of credentialing and
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gui del i nes that go on.
DR. HENDRI CK: | know of sone non-hospital
settings in which stereotactic is being done.
DR. SANTELICES: O course, because when this
first started, like Dr. Dow at said, it was first a car with

four wheels and a steering wheel, and a | ot of people got
access to it.

As it has grown in conplexity, and with conplexity
and as it has grown in expenses, not very many people have a
quarter of a mllion dollars to spend on a nmachi ne whose
remuneration is about $350 conbi ned gl obal fee. You have to
do a ot of breast biopsies to be able to pay for that
machine if you are by yourself.

But you are an institution that has 10, 12
surgeons, four or five radiologists, all working in unison,
then, you can afford the machi ne, and that is where that
machi ne i s goi ng.

| think, |like everything el se, when the Wi ght
Brothers got into the first airplane, you know, and the FAA

and 1997, there is a whole variety of circunstances.

DR. MONSEES: | think we have anot her question
fromthe panel. Dr. Sickles.

DR. SICKLES: | just wanted to clarify this a
little bit. It would seemto ne there m ght be a problem
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had t here been reasonabl e nunbers of outpatient facilities
operated just by the individual or a few individuals who
were doing it and credentialing thensel ves.

DR SANTELI CES: R ght.

DR SICKLES: What you are trying to tell us is
that those facilities are few and far between?

DR. SANTELI CES. Yes, sir. Again, | never cane
here professing to be an expert in the worldw de use of this
equi pnent, just in Hi aleah, along which by now has three in
the city that one is enough.

The machine is very expensive and the conplexity
of all the apparatus that are added on is al so very
expensive. Very few centers right now, unless they have a
very | arge budget backing them can afford it.

Now, you are going to have, you know, your
grandf at her period of the first four or five years of
anything that you are going to have to deal w th sonehow,
but | think that if you put it under MXA as a site
facility, if you do stereos, you are probably doing mammos.

DR SICKLES: Are you concerned with proliferation
of this equi pnent beyond its need? This is actually
sonet hi ng that happens frequently with imagi ng equi prnent.

DR. SANTELICES: | think that the nedica
econom sts are always concerned that new technol ogy calls
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for new testing, and the proliferation of that technol ogy
calls for the overusage of the technology. | want to echo
Dr. Israel's word and the first surgeon -- | apol ogize
can't renenber his nanme -- as surgeons, and we don't read
mamogr aphy, we really act upon a read mamogr aphi c report.

| encourage this body to encourage the Anerican
Col | ege of Radiology to encourage the BIRAD s reading,
because still to this date, | get a two-page manmogr aphic
report that has got a lot of flowers init, but at the end
it leaves you |like whoa, where is this comng from and it
is sitting in your hands. They are the ones who are
actually telling you surgical correlation, surgica
consultation requested, and it falls at the end, the surgeon
decide | amgoing to biopsy this, I amnot going to biopsy,
dependi ng on the surgeon and the psyche of the |ady, because
many tinmes the surgeon may feel confortable not biopsying
it, but if he is smart, he is astute, and he knows how to
read his patients well, he knows that this lady is going to
be better off with a biopsy, because if you tell her no, she
is going to go sonepl ace el se anyway because she is certain
she needs to have it done. That is what bedsi de manner are.

DR. MONSEES: Thank you, Dr. Santelices.

DR SICKLES: Cetting back to the question that |
was trying to get at --
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DR. SANTELICES: | didn't elude you, did I?

DR. SICKLES: No, but you went beyond. | have
sone concern in allowing facilities to credential thensel ves
if there is proliferation of equipnent to the point where
facilities are at an individual |evel, because then the
i ndi vi dual woul d be credentialing hinself or herself.

DR. SANTELICES: Correct. | agree with you.

DR. SICKLES: And that is ny concern, and | am
j ust wondering whether in your experience you see this
comng. | know you can't testify for the man who wote the
letter.

DR. SANTELICES: No, | don't see it comng for the
econom c reasons that | told you. | also don't see it
com ng because with the MJQSA Act, the centers which are
doing stereos, if they can afford stereo machine, rest
assured they have a manmmogram machine. | think that what
Dr. Caplan was trying to lead to is that what you woul d be
| ooking at is to make sure that the site is regul ated, and
once you set a regulation in the site, the site has no
choice but to go ahead and hire physicists to conme once a
month to do the quality assurance, to do the foll owps, to
keep you tracking, which is what MBSA was all about.

DR. MONSEES: Wth that, | thank you very nuch for
your conments.
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| would Iike to nmake one nore call, because we
started early, for Joseph Rush. Has he cone?

Okay. We will at this tinme nove to our break.
Let me tell you we will reconvene pronptly. At 11:45, we
will begin the session, so please be seated a few nonents
bef ore then.

[ Recess. |

Overview of Interventional Mammographic Procedures

DR. MONSEES: This norning we have heard i nportant
statenents from people fromthe comunity and now we are
going to hear an overview of interventional mamographic
procedures by Dr. Rebecca Zuurbier, Assistant Professor of
Radi ol ogy and Director of Breast |nmaging at Georgetown
Uni versity Medical Center.

She will be outlining, for those of us who are
less famliar, with the different interventional breast
procedures, so that when we go into our nore detailed
di scussi on of what needs to be addressed, those of you are
less famliar will be conversant with this.

Fol |l owi ng her presentation, which she estinmates
will be less than the appointed tinme, there will be sone
time hopefully for a question and answer session.

Can we do anything else for you?

DR. ZUURBI ER:  No, thanks.
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DR. MONSEES: She has been invited by the FDA to

make this presentation, and we thank her very much for doing
that. Pl ease go ahead.

DR ZUURBIER:. It is a pleasure. | appreciate the
invitation.

[ SIides.]

| know that Dr. Finder, when he called ne up, said
that this was going to be a mxture of initiated and
uninitiated individuals, and | amafraid | m ght see nore
initiated individuals in the cromd than not, so | apol ogi ze.
| hope nost of you don't assune the deneanor of the young
| ady on the left.

In any event, | know, especially when | teach ny
residents, that it is very inportant to limt the topic to
no nore than four or five things, otherw se, the attention
span goes down as the heat in the room goes up, and hunger
| evel s increase, as well.

So, ny talk today is going to be focusing -- and
pl ease excuse ny back, | will try and m nim ze ny shadow
here -- to four topics: stereotactic breast biopsy, which
nost of you are famliar with, fine-needle aspiration
cytol ogy, preoperative needle |localization, and
gal act ography, in other words, when x-rays and needl es
collide, and these are the four things that can happen.
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[ SIides.]

My first focus will be on stereotactic core breast
bi opsy. MNow, that is a multiple line slide, which | want
you to read and digest again. Stereotactic core breast
biopsy. | think we all realize by nowthat it is an
accurate, reliable, cost-saving alternative to open surgical
bi opsy when we have to manage mamogr aphi cal |y detected
breast | esions.

| Iike to say that mamography isn't free, just
like freedomisn't free, mammography isn't free. It's a
wonderful test widely avail able, known to decrease the
nunber of deaths from bi opsy cancer for wonen screened 40
and above -- ironically, we actually have nore proof of this
efficacy for wonen in their 40s now than for the 50 and
above level -- but it comes with a price tag, and the
| argest induced price tag is that incurred with the surgical
consultation and biopsy it is estimated at $2.3 billion.

Not only is there a fiscal price tag, there is one
that is physical and psychol ogi cal and manmographi ¢ when we
consi der the psychol ogi cal scarring, the physical scarring,
and the scarring that can occur on a mammobgram subsequent to
t he open surgical biopsy.

So, we have a great debt, and | think Dr. Parker's
name has been invoked before here for devel oping a
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technol ogy and having the skill, as it were, to put together
the need wth the answer, the technology with the answer.

[ SIides.]

Stereotactic core breast biopsy involves about
four things. W use a prone table with an aperture,
preferring the prone table because it elimnates the
potential conplications of the vasovagal reaction, the
fainting that m ght occur, as well as the notion as a woman
i s approached with a 14- or 11-gauge needle into her breast.

Digital imging capability has really revitalized
the technol ogy. Before, you had to take a film run it
t hrough your rollers in your processing room hopefully,
have a speedy technol ogi st with sneakers, and that could
take a three-m nute process in between these diagnostic
manmogr ans.

Now we have digital imaging capability, which
sinply nmeans you press a button and the inage cones up on a
conputer screen within a matter of seconds, a biopsy device,
and this is an area of high interest, | will be show ng you
what is typically used and then a couple evol utions on that
theme, and finally, a patients with a mammographi c | esion,
and | say that tongue in cheek, but not really.

W really want to commt ourselves to biopsying
only those things that required biopsy. It shouldn't be an
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excuse for a | azy mamogr aphi ¢ wor kup or inappropriate
counseling of a patient wwth a probably benign | esion for
whi ch we woul d ot herwi se recomrend manmogr aphi ¢ fol | owup.

So a patient needs to have a manmographic | esion, a real

one, a true one, one for which a radiol ogi st would recommend
bi opsy.

[ SIides.]

| give equal tine to the manufacturers that are
preem nent currently in the field. The Lorad and the
Fi scher tables. The Lorad table, the patient can lie with
their head either to the left or the right, affording a 360-
degree access to the patient's breast.

The Fi scher table, the patient lies with their
head on one end, the breast is suspended through an
aperture, and the systemworks, if | can just take a mnute
to step up, just like getting a mammbgram t aken except you
are lying on your stonmach.

So, we have the table. W have the x-ray device.
The patient lies prone, and many nmanmograns are taken.
These manmograns are typically 2 inches by 2 inches in
di anet er.

I n between this m ni-mammographic unit is the
bi opsy device, and this is where we will be focusing a
little nore later on. | throwin the conputer here because
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this is that 2-inch by 2-inch manmographic picture that is
bl owmn up on the conputer screen, and being on a conputer
that affords us an ability to mani pulate the image. W can
adj ust the contrast and the magnification.

[ SIides.]

| think this the hardest part of the procedure,
and that is not making sure you are well coiffed with
lipstick and nails done for the stock slide. The hardest
part is occurring right down here, which is getting that
mamrogr aphic lesion reliably depicted in again a snmall area.
Here is that 2-inch by 2-inch window, and it is
nonconpressed, so we can't separate structures as
effectively as we can out here on either side.

So, | find as a radiologist that that is probably
the nost chall enging portion of the procedure, both for the
t echnol ogi st and the radi ol ogi st working together. Wat we
do is take two stereo pictures, and sinply put, a
Stereotactic device is easily found in between your
shoul ders. It is your head, two eyes and your brain, which
is to say that if you put your finger in front of your nose,
and you only had one eye open, you couldn't tell how far
your finger was fromyour nose. So, your eyes act |ike
stereotactic devices. One eye opens. |If you alternate, you
see your finger seens to shift in space. W do this when
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things get slow in the radi ol ogy departnent.

But you need two eyes, and that is where the
conputer is, to tell you exactly where that finger is in
relationship to your nose. So, if | only had one picture,
woul d only be able to tell you, for exanple, that the | esion
was here. | know where it is in ny horizontal plane, right
here, | know where it is in ny vertical plane, the y axis
here, but how deep does nmy needle need to go in to get to
it, and so these stereo views are taken.

This is the same breast, nobody is noving, the
canera is noving, and it | ooks like the | esion noves in
space. In fact, it doesn't. Then, we target it, and here
are these two squares there targeting the center of the
| esion, and the circles around it are the other offsets or
areas of the lesion which we will be sanpling.

Now, this is what is used nost often now, which is
a spring-loaded gun device. W wll be talking a little bit
about other evolutions on that thene, but the idea of core
bi opsy is to sanple the I esion, and so we sanple it that
way. We identify it, we find it.

[ SIides.]

Then, as | said before, this is just the conputer
depiction of it. W can magnify this area. Again, we are
targeting with the square, providing offsets, and here is
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the information. This is the depth that ny needle has to go
into the breast. So, there is very little human error that
can be applied except for the depth adjustnment using -- this
is with the Fischer table that we use currently.

[ SIides.]

The patient is then anesthetized. This is the
surgical portion here where we apply a lidocaine that is
buffered, so there is very little, if any, burning
experienced by the patient. W nmake a small nick in the
skin, and then we will be introducing the needle.

[ SIides.]

We obtain what are called pre-fire pictures to
ascertain that the lesion is indeed in the vicinity of the
needle. In fact, we want the needle tip to be just proxinmal
to it in both views.

| apologize. This is a separate |lesion here. You
will note this is a soft tissue mass. These are
mcrocalcifications. Here is the pre-fire picture. W
press the button. The spring-loaded gun is deployed and
with the velocity of a .22-gauge or caliber -- sonebody in
the mlitary corrected me, and | was too flustered to
remenber which one -- it is really darn fast. It wll
sanpl e the | esion.

[ SIides.]
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The typical specinen that we obtain is with a 14-
gauge gun is about the caliber of a nunber 2 pencil | ead,
and it is about an inch long, and this is how you can see it
before we place it into the test tube to send off to the
pat hol ogi st .

Now, | want you to again focus on what is
happeni ng underneath the table. This is what | think is
nost commonly used right now, is a spring-|loaded gun. W
use the Biopty gun. W can use it to sanple -- it has been
used to sanple solid organs, the kidney, the liver, the
prostate, and so it sanples it.

So, basically, after you are done sanpling your
| esion, your lesion |ooks Iike one of those FBI target
things that you use when you are practicing your aim It
has little holes init. As big as that guy is, that's how
many hol es may be carpeting that guy.

We typically take about nine sanples. Five is the
m ni mum nunber reconmmended. It is done by placing the
needle in, bang, wthdraw. Put it in your saline for
subsequent transfer to your formalin. Put it in again,
bang, and the whol e procedure takes | ess than an hour if
everybody is doing everything right and everything can be
f ound.

[ SIides.]
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The interesting variations are evolutions of this,
are clouding the area in between mnimally invasive to
exci sional biopsy. W can nove into now what is called
manmot ony or the Mammat ome devi ce, which is vacuum assi st ed.

Now you only have to put the needle in once, and a vacuum

actually wll suck the material of concern into a simlarly
sized notch there. It can actually be up to 11 gauge in
Si ze.

What is the advantage here? The advantage is you
only need to place the needle in once. You obtain
conti nuous sanples that maybe have higher integrity. It has
been shown that you have a nore reliable collection of
m crocal cifications and | arger size of your material to send
to the pathologist, and in the pathologist's world, nore is
nore, so the nore tissue you give them the better and nore
confident their diagnosis is.

So, the vacuum assi st device is another evol ution
on the way. Sonme concerns, well, sonetines you can actually
elimnate the whole lesion. For exanple, if that were the
m crocal cification cluster, that ended up being a in-situ or
i nvasi ve carci noma, where do you go back to tell the
surgeon, you kind of apologize and say, it's in that area
and you hope you still have a tatoo with sone air holes or
sonme hemat ona.
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But sonebody answered that question, too, and said
let's deploy a little titaniumclip, and so a clip can be
depl oyed into that area to mark the site if there is concern
that the whol e | esion has been sanpl ed.

[ SIides.]

Let's advance one nore step toward exci sional
bi opsy, and that is the ABBI system Now, those of your
that are still alert will note that this is not actual
di aneter size, but just to point out that the ABBI system
can vary the caliber |esion accunul ation.

Let's go back to our analogy of that little target
that you use in firing range practice, and with the spring-
| oaded gun, you get a guy that |ooks |ike he has Sw ss
cheese hold in him Wth the vacuum assi st device, you can
core out and core out, and you can take out heart, and if
the lesion is as big as his lungs, you can just keep
vacuum ng that area out.

Wth the ABBI device, you can just take that whol e
poster and bring it with you. The advantage to that my be
that you have, again in the pathologist's world, nore is
nmore. There may be sone down sides, which | don't fee
confortabl e conmenting on whether they are going to be
cunmul ati ve enough or non-cunul ati ve enough to warrant
further use, but there is concern about cosnesis.
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[Slide.]

Al'l the things that nmade stereotactic core breast
bi opsy a beautiful thing, cost savings, inproved cosnesis,
no mamogr aphi c scarring, very |low conplication rate with
hemat oma, are now called into question a little bit on the
side of getting nore tissue for the pathologist, whichis to
say Langer's lines, which are inportant to nost breast
surgeons, which follow the curvature of the biopsy, help
elimnate any notable scarring. You m ght not be able to
appreciate a Langer's line when a patient is prone on a
tabl e and when you are making a 2-centineter incision to
take out that columm of tissue, you do have greater worry
about henostasis, about extraneous tissue collection because
you are taking that whole colum in front of the lesion. So
bl eedi ng and i nfection concerns, you have to use suture
material if it's a big incision to address that.

Then, we have unanswered questions about what is
the effect on the manmopbgram al so, so is there going to be
mamrogr aphic scarring as a result of a larger core
accunul ation. So | just point out that there are advantages
and di sadvantages to all of these, and it is kind of a
progression of invasiveness fromthe stereotactic spring-
| oaded bi opsy device through the vacuum assi st, through the
ABBI system which can afford |arger core sanpling, until we
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get to, well, why don't we just a preoperative needle
| ocal i zati on.
[ SIides.]
Well, | offer this vignette. M sister, who is a

breast surgeon, an excellent breast surgeon actually, and
she will be the first to tell you that, will chide ne at the
Thanksgi ving dinner table -- and | amreally | ooking forward
to the holidays -- for the radiologists at her facility have
a needle localization that she orders preoperatively is
really helpful only to her to identify which breast the
lesionis in, and then it is only right 50 percent of the
time. So, this is what | deal with. This is what we dea

wi th as radiol ogists.

It is funny, but it is not. | point out the need
to have very good comunication with the radi ol ogi st and the
surgeon. This is a very cooperative effort. You need to
know the imts of your talents and their talents, what they
will tolerate, but let nme just go through and show you how
this works.

Preoperative needle | ocalization, when do we use
it? Wen you can't feel it, and it has got to cone out.

So, it is for a nonpal pabl e mammogr aphi c | esi on whi ch was
recommended for biopsy.

Qur objective is to position the needle/wre
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systemin or through a |l esion to guide the surgeon to the
area of concern.

[Slide.]

Before the |l ocalization again, do the dance with
t he surgeon or the surgeon should do the dance with the
radi ol ogi st, review the imgi ng workup. There is nothing I
hate nore than canceling a needl e |ocalization because
sonebody had not worked that m |k of cal ciumappropriately
on the outside, or had not found it appropriately. This
del ays your schedule and creates all kinds of hand winging
and the patient of course is not happy about it either.

We avoid prenedicating the patient. W like to
obtain lucid informed consent. W also need their
cooperation to sit and maintain position while we are doing
this procedure. It is a procedure that | like to tell ny
patients sounds worse than it is, not that is great and |
woul d want to have this done in ny lifetime, but it is very
well tolerated by the patients especially after good
counsel i ng.

The idea is to take the shortest approach to the
| esion and nost people do it parallel to the chest wall.
Sonme people do it free hand, but we are going to be
addressing how | think the mainstream does it.

So, first we identify the |esion on the mamobgram
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and if you aren't famliar wth manmography, this is the
view basically fromthe side of the breast, side to side, so
the head is up here, the feet are down here, the nipple is
her e.

So, the shortest distance to the lesion is |ooking
right here, but let's ook at the view fromtop to bottom of
the breast. W call it the craniocaudal view. So, the
nipple is here, her lungs are here safely out of the way,
her arnpit is here, her sternumis here.

The lesion is here. It is not going to be very
prudent to cone a |long way here, long way here. Let's take
the shortest distance. It hel ps the surgeon, helps the
patient, so we choose the shortest distance to the |esion.

[ SIides.]

My thanks to Dr. Kopans, whom | have lifted these
films fromhis book. | trained under him so | feel
contri buted sonehow and could copy these filns. This is a
pi cture fromhis book, which denonstrates how we do it.

We need an al phanuneric grid. Sonetines people
have little Swi ss cheese grids, one of those grids that has
a bunch of holes in them | like this one. It is very
accurate for the purposes of the surgeon.

We take a picture. Now we have decided we wll
cone fromthe top, and so we nmake a little X at -- this is
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kind of like Battleship -- E and 1.5.

[ Slides.]

W put alittle Xthere, and then | turn on the
light that is provided by the mammographic unit, and | turn
off the lights in the room because that |ight shining down
is going to help nme avoid any shadowi ng of the needle, so |
can have a very precise dowward pl acenent of the needle
wi t hout any angul ati on.

Dr. Kopans has done just a few of these. |In fact,
this is his needle/wre system and so we can see that he
has pl aced the needle beautifully. There is very mnim
angul ation of the needle. That is a long needle and that is
the only part of the shaft that we see.

We typically don't use a skin anesthetic. W used
to use a spray anesthetic. They are not nanufacturing that
anynore, but they found that the patients actually, when
they did a study, had a higher perception of pain when you

gave themlidocaine than if you just stuck the darn needl e

in. A needle stick is a needle stick. Again, | haven't had
one done yet. | don't knowif | can justifiably say.
[ SIides.]

We then take a picture fromthe side or fromthe
opposite view of where we started with the needle in place.
Now, we intentionally overshoot the lesion. |If you |eave
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the surgeon with a needle like that, he or she is going to
be irritated because once they get that far, this is a 360-
degree question that they have, which way do | go.

So, we want to get across the lesion with the
needl e, and then with the Kopans wire system we would place
in through that needle a very thin wire that has a little
barb on the end of it, and when that deploys, that stays and
anchors the needle in the breast, and to give the surgeon a
tactile orientation, it has a thickened segnent indicated by
those short arrows. This is a nice placenent with the
lesion right at the center of that thickened segnent.

The surgeon has the option of dissecting down from
the top to the lesion or perhaps make a periareol ar incision
whi ch may be nore cosnetically appropriate, and work their
way back to the |esion.

At Ceorgetown, we actually also use the Honer
needl e, which has sone variations on it, as well. | call it
resi dent-proof, because the wire at the end of it isn't a
barb, it's a retractable, like a fishhook thing, so if the
resi dent nmakes a m stake, we can just start over and provide
anot her positi oning.

[ SIides.]

The lesion is then dissected and to nmake sure that
there has been an appropriate sanpling of the | esion or
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excision of the lesion, we actually take an x-ray, and we
like to see the bulk of the lesion contained within it.

The potential conplications are simlar to when
you get a bl ood sanple taken - bleeding and infection.
don't usually nention vasovagal reaction because that is a
very suggestive thing, but | nonitor the patient very
carefully, and | have snelling salts available in case there
is any problem and pneunpothorax, | don't indicate as a
potential conplication if | amgoing parallel to the chest
wall. Like | said, sone people still do it freehand and
kind of guesstimate where it is, and go back and take sone
pi ctures. Pneunpthorax is reported with those types of
appr oaches.

[ SIides.]

We are going to nove on to our nunber three issue,
and that is the fine-needle aspiration cytology. Wen would
you use fine-needle aspiration cytology? |I|f you have a new
mamrogr aphi c | esion and you want to sanple it, but you
really don't want to take it out. Wiwen it is sonething that
t he surgeon can feel, and when you, as a radiol ogist, just
can't tell the patient if it is a conplex cyst neaning it's
okay, but it has sone debris, henorrhage, proteinaceous
material in it that could mmc a solid | esion

So, in those cases, |, as a radiologist, like to
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do a needle aspiration. Typically, if it's a pal pable nass,
the surgeon will use their fingers as a guidance, and I
don't typically use manmmography to gui de ne.

[ SIides.]

However, there is a suggested nethod for it. |
think it is used especially if you are concerned that what
you are sanpling mamrographically is or is not the sane
thing that you see at ultrasound. So, if there is a
correlation concern, | may use mammobgr aphi ¢ gui dance.

[ SIides.]

But the typical scenario would be this new nodul e
that we find on the mammogram ultrasound shows us this
circle that is not conpletely round, and it's a little gray
inthe mddle of it. Is this a solid lesion? Is this a
conplex cyst? | don't know Let's stick a needle into it
and find out.

[ SIides.]

One can do that actually using a grid |ocalization
device. One would proceed, just as wwth a needle
| ocalization, using an x-ray picture wwth a grid
superinposed to gui de placenent of the needle.

Aspiration is applied, and the material is put on
a slide and fixed, and preferably you will have a
cytopat hol ogist there, if it is a solid lesion, to identify
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whet her there is sufficient material. If it is fluid, we
just send off the test tube and that is a controversial area
al so. Sone people don't send off the fluid at all.

[ SIides.]

| want to enphasize that fine-needle aspiration
cytology is usually performed with ultrasound gui dance,
because we can, under real-tine, follow that needl e going
into the breast, and frankly, we don't hardly use
marmrogr aphi cal | y- gui ded fi ne-needl e aspiration cytol ogy at
all.

[ SIides.]

Now, let's step back and do a little conparison
shopping thing. What is the difference then between the
fi ne-needl e aspiration cytology and the core breast biopsy?
Needl e size. Thin needle for fine-needle aspiration
cytology. | can bend it with ny finger, a 20- to 25-gauge.

Core biopsy, | have to use ny arnms and nmaybe ny
foot to step onit, soit's a longer, thicker, bigger
needle, 11 to 14 gauge. It results in a different type of
tissue and naterial that we are | ooking at.

We only get to |ook at the cells when we do
cytology, so it only sucks up those little tiny wspy little
cells. Wth the core biopsy, we get the tissue. W can see
the structure that the cells are form ng, and we can nake a
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nmore accurate di agnosi s.

Not only can we say benign versus malignant, which
is basically what fine-needle aspiration cytol ogy can do,
core biopsy can allow us to say invasive, non-invasive, we
can do all kind of estrogen/progesterone testing on it, so
it gives us a lot of information for your buck.

Wth fine-needle aspiration cytol ogy, you have to
trust your pathol ogi st who has been specially trained to
| ook at just the cells, where with core biopsy, you don't
need a trained cytopathol ogi st.

Fi ne- needl e aspiration cytol ogy, possibly |ess
accurate. As | described before, it only gives you an idea
of benign versus malignant, and if that is all you really
want, that is all you are going to get. Thirty percent of
the tinme, though, up to 30 percent of the tine, the
pat hol ogi st will say insufficient material, can't tell you
ei t her way.

Core biopsy, very accurate. Tissue is the issue,
and they can nmake a definitive diagnosis, and insufficient
sanple would be very rare. So, the cheaper versus expensive
aspect, | think is very debatable and | tend not to use the
fine-needl e aspiration cytology. |If you are going to use
i magi ng gui dance to get a needle in there, nmake sure you are
getting the answer when you are there, but sone people stil
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i ke fine-needle aspiration cytology, like | said with
ul trasound gui dance.

[ SIides.]

We are going to nove on to the final topic, which
is a gal actography or the alternate is ductography. | think
this is nost underutilized and nost fun procedure to do.
When do we do it? Well, again, okay, | haven't had one, but
it's fun for me down the other side.

It is to aid evaluation of a clinically suspicious
ni ppl e di scharge, and what is clinically suspicious?

Usual Iy, one that is unilateral and spontaneous. Most of us
can get some -- nost of us wonen can get sone type of an
aspirate fromour nipple. In fact, we use it at Georgetown
as atest to see if we can actually predict cancer in the
duct system but the inportant one isn't the one that you
can express with aspiration, but rather the one that is
spont aneous.

You m ght see a spotting in the bra and typically,
it isunilateral, so it is for a clinically suspicious
ni ppl e di schar ge.

[ SIides.]

The galactogramis a very elegant road map. | am
not sure how sone of the surgeons in here use it or
appreciate it, but at Georgetown, nany of our surgeons
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appreciate its ability to answer several inportant questions
before they would go in and do the duct dissection, which is
where does the duct go.

You have about 8 to 10 separate holes on the
surface of the nipple, and not all of them predict
accurately which way they are going to go. For exanple, on
the nipple at 12 o' clock, the duct system m ght actually
subtend the area nore toward 3 o' clock. It m ght
communicate with a different duct system

So, how does it branch, does it conmmunicate with
anot her systenf? |s the duct system normal -1 ooking, is it
abnormal -1 ooki ng? Are there lesions? Were are the
| esions, nearer to the nipple, way back yonder? Those are
the questions that we can answer with a diagnostic study.

We al so aid the surgeon preoperatively by doing a
study that has contrast mxed with a blue dye, so that we
can tell themthis is where the branching duct system goes.

[ SIides.]

So, what do we need? These are gal act ogr aphy
essentials. | use a 30-gauge blunt tip needle. A 27-gauge
is the largest that |I think you would feel confortable
using, and it is a needle that we actually use also to
cannul ate your salivary glands, a very small, fine needle,
blunt-tipped. W don't want to do any damage to the
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orifice.

We use high-density contrast. Wiy? Because it is
going to be mxing in wth all that duct discharge, and it
is going to be getting diluted. Goofy magnifying gl asses,
the nost critical part. You need not only your glasses or a
2 times magni fying glass, at least a 5 to 10 tines
magni fyi ng systemto see exactly where that little discharge
is comng fromon the surface of the nipple.

O course, the nipple discharge, if the patient
doesn't present that day, or you can't elicit the nipple
di scharge on the day of the study, you ain't doing the
st udy.

[ SIides.]

The patient is out of the field of view save for
her nipple right here. Here are the aforenentioned Goofy
glasses. This is the contrast material. It is connected by
tubing and this person has successfully cannulated or it
| ooks like they are about to successfully cannul ate that
tiny orifice on the nipple.

After we inject contrast into the nipple system
and we inject just to the |evel of when the patients may say
| feel fullness, we have efflux of material from around the
needle, or | actually feel sonme pressure or sone pushing
back on the syringe plunger, | will stop and take a few
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pi ctures.

My initial pictures are nade with the needle in
place. Now, | say this is fun, because it really doesn't
hurt that rmuch, maybe a little unconfortable as | trying to
cannulate it, but we are not piercing skin. |[If it hurts,
you are doing it wong. W want to go through an
established hole in the breast that is usually |ubricated by
t he discharge itself.

So, once you plunp it in there, you take sone
pi ctures and there are fun things that you can find in
there, and unexpected things. This patient has an
abnormal ly dil ated duct system

| can tell the surgeon the duct system goes, for
exanpl e here, and it actually branches off here, and here is
a large filling defect. That is where you have got to be
real careful while you are doing your dissection.

This other patient alternatively had a pretty
sinple non-dilated duct system but nultiple filling
defects, and they extend far posteriorly. So, again, to
tell them where the duct system goes, where the |esions are,
and how many there nmay be, a very inportant system

[ SIides.]

| will close ny talk here by just saying that this
is not ny child, although I think | feel like |I have to get
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home early now for sonme reason

But mammography is a wonderful tool, it saves
lives, but there are mamography probl em chil dren where
t hi ngs where we just need a needle to collide with a
mamrogr am and the breast to find out the answers to sone of
t he questions that mamography rai ses.

[ SIides.]

So, | offer again, in summary, stereotactic core
breast biopsy, which | think is a revolutionary, probably
the quietest revolution in health care today, as a cost
saving alternative to open surgical biopsy of the breast.

[ SIides.]

Preoperative needle localization. It is a dance
t he radi ol ogi st and the surgeon should do in concert and
accurately, and that is also an acceptabl e procedure.

[ SIides.]

Mammogr aphi cal Iy gui ded fine-needl e aspiration
cytology, don't really do it nuch under mammography. | show
this picture, which is actually a ultrasound picture, and
here is a needl e approaching a lesion, and | can, under
real -time, follow this needle into and through the | esion.

So, | tend to use fine-needle aspiration cytol ogy
usi ng ul trasound gui dance.

[ SIides.]
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Final ly, gal actography, just because you don't

know what you will find, and this is an abnormal dil ated

duct systemwth multiple filling defects init.

Wth that, | will thank you for your kind
attention. | hope | didn't bore too many of you. |If Dr.
Monsees pl eases, | would be glad to answer any questi ons.

DR. MONSEES:. If you don't mi nd, any questions
that may conme up, you want to field them or there are other
qualified nenbers of the panel that m ght be able to answer
speci fic questions.

Does anybody on this panel have any specific
questions? Dr. Wnchester is going to ask a question.

DR. W NCHESTER: How nany radiologists really care
about gal act ogr aphy?

DR. ZUURBIER | would say, in the netropolitan
area, there are probably five to 10 radiologists that do it
reliably and happily. The vast majority are afraid of it
and that is why | say it is underutilized, | think.

Qur surgeons, nost of themfavor it. | would say
hal f of themsay | can do without it, thank you anyway, but
| think it affords, without a |ot of pain or hassle, good
information for an accurate duct dissection.

DR. W NCHESTER  Qur surgical experience is that
it takes a radiologist with a special interest in this, and
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there aren't as many around as we would like to see.

Do you think regulating this procedure woul d
encourage nore or discourage nore radiologists to do this?

DR. WNCHESTER | think | would just favor nore
fell owshi ps that would excite and enphasize the field
itself. | don't think the regulation is going to inprove
the interest in it froma personal standpoint.

DR MONSEES:. Yes.

M5. HAWKINS: You nentioned that in the issue of
i nformed consent, that you don't really go into a couple of
the issues there, potentials. Do you think that this gives
a consuner enough information to nmake an inforned decision?

DR. ZUURBIER | nmentioned that. Since | don't
use freehand technique, | don't nention pneunothorax.
think that is a legitimte exclusion of that potential
conplication

As a physician and seeing ny personal experience
in how you may faint, actually suggests the process, and |
am going to watch them anyway, | typically don't suggest it.
Fortunately, | don't have that as a conplication. | think
can't even tell you that anybody has really fainted in
recent history.

So, it is sonething that can happen to anybody
wal ki ng into the mammography suite can faint, and we watch
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out for it, but I don't like to nention it. Sonme people do
and will, and that's fine, but I think it is a personal
style point that | have nore success if | don't necessarily
mention it.

M5. HAWKINS: But do you think, though, that puts
t he consuner at a di sadvantage by not havi ng that
i nformation?

DR. ZUURBI ER:. No, because we are prepared for it
as an eventuality, and we assune that all patients wll
faint.

M5. HAWKINS: You don't think it will affect
sonebody' s decision as to whether or not they would undergo
it?

DR. ZUURBI ER Having trained at an institution
where we did nention it, it did not dissuade anyone from
having the procedure. |f the panel has experience
otherwi se, there are nore years of experience here than
probably in ny end.

DR. MONSEES: Does any ot her mamogr apher here
care to nention their experience wth that and inforned
consent ?

Dr. Sickles.

DR. SICKLES: | have probably done 10,000 of these
procedures in ny career. There have been wonen who fainted.
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We al ways nmention that to patients in our consenting.

have not had any woman decline to have the procedure done
because of it. That doesn't stop nme fromnentioning it.
But | have never had a woman say now that you tell ne that,
| don't want to have the procedure.

M5. HAWKINS: Well, see, one of nmy concerns would
be is that it is not sonething that the average woman can
pi ck up, you know, fromthe TV shows where they get nuch
medi cal advice, fromthe nagazines, and so forth, so it is
not sonething that is very well known, and so comng into a
physician's office, you are not really in a position to
guesti on.

| know that oftentinmes physician, you know,
recommendati ons, can be sonmewhat persuasive. So, that woul d
be nmy concern.

DR SICKLES: The inportant part of discussing
this with a wonan is to not bring it up in a threatening way
because as you have heard, if it is described as a frequent
-- and that it not true, it is infrequent -- conplication,
then, you can sonetines bring it about in a woman who is
marginal in ternms of staying with the procedure. You don't
want to overly concern a woman about a very infrequent
conplication

There are ways of discussing this very effectively
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wi t hout alarm ng a wonman.
DR. ZUURBIER | think the conplication |level is

simlar to getting a blood sanple taken. So, when | get ny

bl ood sanple taken, | amsitting up, nobody tells ne that I
amgoing to faint even though I feel like | wll once in a
whi | e.

DR MONSEES:. Yes.

DR HENDRICK: Isn't there also a witten infornmed
consent that acconpani es the procedure that woul d nention
adverse effects like this?

DR. ZUURBI ER  The inforned consent that we use at
Ceorgetown is a standard one, so the patient has signed one
just like that for the actual surgical procedure prior to
comng into ny suite. | wll list on the side the specific
potential conplications which are bl eeding and infection of
which | think she should be aware of and it would be hel pful
to her in making her decision.

DR. MONSEES: Yes. Dr. More-Farrell.

DR MOORE- FARRELL: Do you ever use your
Sstereotactic table for wire |ocalization?

DR. ZUURBI ER. Since our residents primarily use
t he Honer needle systemin which the needle is kept in the
breast, we don't use it. In ny experience, we are pretty
speedy and al so our core biopsy roomis |ocated around the
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corner, so we typically do not use it, but sone people do,
and if anyone want to comment on the pleasure or displeasure
withit, but we are just as fast without it and you don't
have to rev up the machine, do your calibration. It is a
little sinpler fromthe prep standpoint.

DR MONSEES:. Yes.

M5. HEINLEIN: You mentioned with the stereo that
you used the table. Have you had any experience with an
add-on unit at all?

DR ZUURBI ER:  None.

MS. HEINLEIN. | wonder if there is anyone el se on
t he panel that has had experience with an add-on unit. Can
you conment on the notion that you tal ked about, that with
the table that you don't have a notion problenf

DR. MONSEES: Dr. Sickles.

DR. SICKLES: | have had consi derabl e experience
wi th add-on units although |I don't use themcurrently.
Earlier on, before the tabletop units were available, there
were add-on units, and we probably did 500 patients with
t hat approach

It takes longer. | does result in vasovagal
reactions in sonewhere between naybe 1 percent and 5 percent
of patients. It requires a wonen -- any stereotactic
procedure requires a wonen to stay perfectly still, and it
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is harder to stay perfectly still when you are sitting up
t han when you are |lying down. So, those are the
difficulties wth the add-on units -- which does not nean
that the don't work well. If they are operating correctly
by peopl e who know how to use them they can operate very
successful ly.

DR MONSEES:. Yes.

DR. HOUN. Florence Houn. Can you just conment on
your background and training in terns of issues |ike
sterility and wound control, wound care as it pertains to
t hese invasi ve procedures?

DR. ZUURBIER. M training just as a nedical
student and a student in surgery, and participant in Dr.

Par ker's eggpl ant course affords ne just basic principles of
sterility. Qur technologists are the ones that handle the
equi pnent sterility end of things. | handle the patient
sterility end of things.

So, we will use appropriate handwashing. W use
sterile technique in terns of maintaining sterility of the
needl e shaft itself. It all goes asunder when you are
touchi ng the actual biopsy device housing, so really, the
only thing that you can maintain sterility of reliably is
the needle itself.

I n our experience, having done al nost done 500 in
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three years of operation is that we have had no
conplications of infection and one conplication of hematona.

DR. MONSEES: Do | have any ot her questions
pertaining to this?

Thank you very, very nuch.

It is now 12:30. W have actually nmanaged to stay
ahead of schedule which is wonderful. You will be the
beneficiaries of this, because what we will do is extend the
lunch break a little bit, but please be cautioned that we
wi Il begin the actual presentation pronptly at 2 o'cl ock.

DR. W NCHESTER: Do we need an hour and a half for
[ unch?

DR. MONSEES: | amjust afraid that naybe people
are scheduled to cone and hear the presentation at 2
o'clock, and that if we start early -- let ne just ask Dr.
Houn whet her or not we can do that. Could we start early if
we wanted to? Before you |eave, let's answer this question.

DR. HOUN: | think that since this presentation is
going to be rather lengthy, you could start early, and if
peopl e m ssed parts, | still think they would be able to
hear the majority of this presentation.

DR. MONSEES: Wth that okay, then, we will begin
at 1:45, so please be here pronptly. We will begin at 1:45.
Thank you.

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




aj h

recessed,

[ Wher eupon,

to be resuned at 1:45 p. m

at 12:30 p.m, the proceedi ngs were

M LLER REPCORTI NG COVPANY,

507 C Street, N E
Washi ngton, D.C. 20002
(202) 546- 6666

the sanme day. |

I NC.

135




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

136
AFTERNOCON PROCEEDI NGS

[1: 50 p. m]

DR. MONSEES: W are going to begin this
afternoon's session 15 mnutes early, so we have sone
additional tine.

Joint Presentation:
American College of Surgeons/
American College of Radiology

We are going to start with a presentation by these
three gentlenmen who are sitting at this front table. They
are Drs. David Dershaw, David Wnchester, and Robert
Pizzutiell o, and not necessarily in that order.

This is a joint presentation of the American
Col | ege of Radi ol ogy and the Anmerican Col |l ege of Surgeons.
| wll have Dr. Dershaw nmake sone introductory remarks and
then the three of you, if you don't mnd, can speak in the
order that you have agreed to. Hopefully, there will be
sone time for a question and answer at the conpletion of
t hat .

DR. DERSHAW Thank you, Dr. Mbnsees.

| am here representing the Anerican Col |l ege of
Radi ol ogy and | appreciate the opportunity to cone before
the conmttee to nmake sone coments. | have been asked, and

Dr. Wnchester has been asked, to put together a
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presentation on an established accreditation program and we
have asked Robert Pizzutiello to address the issues that are
i nvol ved in equipnment specifically, and then | think Dr.
W nchester and | will nore specifically address other issues
that are involved in accreditation and/or regul ations.

| am going to ask Bob to first start, again
addr essi ng equi pnent issues in these prograns.

MR. PI ZZUTI ELLO Good afternoon. M nane is Bob
Pizzutiello and | am a nedi cal physicist.

[Slide.]

| aminvolved with the Anerican Col | ege of
Radi ol ogy in their accreditation program and | have been
asked to speak on some of the technical aspects of
Sstereotactic breast biopsy primarily quality control and the
medi cal physics aspects.

In the earlier presentation before |unch, we heard
a very nice and thorough and delightfully pleasant
di scussion of many of the clinical aspects involving
i nterventional breast procedures, and we know that there is
al so a significant technical conmponent involved in these
procedures, and that is what | would |like to cover for the
next little bit.

[Slide.]

VWhat | amgoing to discuss is | wll start off by
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tal ki ng about the difference between mamography and
stereotactic breast biopsy, to clarify that distinction
since we have heretofore been talking primarily about
di agnosti c and screeni ng manmogr aphy.

| would Iike to nmake the case for quality control
tal k about the physics of stereotactic |ocalization, sone
wor ds about the stereotactic breast biopsy equi pnent, the x-
ray system the patient positioning system whether they be
for prone or add-on units, and the imge receptor and inmage
processing. These are aspects of the stereotactic
equi pnent .

| wll address sone issues about patient dose in
stereotactic breast biopsy. Radi ati on dose to the patient
is sonmething we al ways need to be careful about whenever we
are using x-rays for inmaging.

| wll finally talk about the details of quality
control

Maybe | will first start with sonme reflections on
the case for quality control. | was doing a site survey for
the Anerican Coll ege of Radiology one tine a year or so ago,
and we reviewed a facility which had extrenmely fine clinica
images. It was a relatively new facility, they had been
open about a year. But in reviewng the quality control
program there were significant holes in the quality control

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

139

program Many of the quality control tests were not being
done or were not being done properly, and they were not
bei ng foll owed up on.

So, the question arose how can this be. Mybe
quality control isn't so inportant because here is a
facility that is obviously doing extrenely good clinical
wor k, but yet the quality control programseens like it's
not wor ki ng.

| pondered that for a few nonents, and | think the
answer is relevant here, and that is that in human life we
have | earned that when things are going well, there are no
probl ens, when the wind is at our back, as the Irish
bl essi ng says. But we also know that things do go wong and
if you are nedical physicist or a physicist, you m ght know
about the |l aw of entropy that says that in the universe,

t hings get nore di sordered unl ess we nake an effort and put
energy into the systemto nmake them nore ordered.

| f you are a religious person, you m ght think
about original sin, but whatever the cause, things do go
wong. W all experience that in our |ives.

In this facility, nothing had yet gone wong, so
the fact that the clinicians were doing an extrenely good
job was evident in the fact that the quality of the service
was good, but w thout an adequate quality control program
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not if, but when things did go wong, they were at risk of
having significant loss in the quality of their work, and in
fact, the quality of their work, in the absence of a C
program would not be noticed until the inmages got so bad
that the radiol ogist said, you know, I amreally not
confortable with what is happeni ng here.

| think that is the issue that quality contro
addresses is to detect problens in an imaging nodality
before they becone so serious that the clinician is
unconfortable and feels that sonething nmay be conprom sing
the patient care. So, that is the case for quality contro
in all of imaging.

[Slide.]

For just a nonment, let's distinguish between
detection and di agnosis. Detection is acconplished by
breast self-exam physician physical exam diagnostic or
screeni ng mammogr aphy, and ul trasound. The purpose there is
to detect abnormalities froma large quantity of patients
who are predom nantly nornmal .

Di agnosis is really nore the issue for
stereotactic breast biopsy, whether it be done with biopsy
cytology or histology. It is perforned on a selected
subpopul ati on who have been found to be at higher risk for
mal i gnancy, so diagnosis is really what we are trying to
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acconplish with stereotactic breast biopsy.
[Slide.]
As a result of the distinction, there are sone
differences in the equi pnent that we use. In diagnostic and

screeni ng mammogr aphy, we are | ooking for detection of
abnormalities in a population that is overwhel m ngly normal.
The background is very conplex and primarily what we are

| ooking for is mcrocalcifications, masses, architectural

di stortion of sone sort.

The field of view that is used for diagnostic and
screeni ng mammogr aphy is sufficient to inage the entire
breast, 18 by 24 centinmeters, or 24 by 30 centineters in the
| arger format for the |arger breast.

It is also inportant to be able to inmage the
borders of mcrocalcifications and masses to help to decide
whet her we are very concerned or only slightly concerned
about these |l esions as being potentially abnornal.

Agai n, since we are screening a predom nantly
normal popul ation, the radiation risk is to a very |arge
nunber of wonmen who are predom nantly nornmal .

[Slide.]

Now, if we contrast that to stereotactic breast
bi opsy, we are | ooking for |ocalization, not detection of
abnormalities, and specifically what that nmeans is that the
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abnormalities have already been detected on a diagnostic
quality manmmogram and now it is inportant to |ocalize those
that the needle can go to the right |ocation.

There are a limted nunber of normals in
conpari son with diagnostic mamography. The background is
just as conplex. W are still |ooking mcrocalcifications
and masses. A limted field of viewis needed because we
don't need to | ook at the whole breast, we need to
concentrate only on the area of interest in the breast.

Again, the radiation risk is to a selected
popul ati on who are at higher risk for malignancy. That is
why they are having this interventional procedure in the
first place.

[Slide.]

The distinction between manmography and
stereotactic has to do with the |ocalization. Wenever you
have any radi ographic i mage, a single radiographic inage, it
takes a 3-di nensi onal anatony and projects it down onto a 2-
di rensional image. In order to position the needle in the
right location for stereotactic work, we need to do a 3-

di mensi onal |ocalization, and the principle of triangul ation
is needed to determ ne the depth coordi nate.

[Slide.]

Now, there are probably lots of highly scientific
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ways to conceive of stereotactic imging, and the exanple we
saw this norni ng about | ooking fromone eye to the next is
al so a very good one. This is one that | thought of and |
figured that Newton discovered gravity by having an apple
fall on his head, and | wondered if the person who devel oped
the stereotactic technique was a bowler. Bowing is one of
the nost popular activities, and | kind of hesitate to call
it sport in the United States, but when you bow , you
probably all have had the experience of you are starting off
| ooking a full set of tenpins, and when you | ook, your brain
interprets a series of pins because you are | ooking straight
on at these pins.

[Slide.]

And if you are sort of a marginal bower |ike I
am since | don't do it very often, you throw your first
ball and you don't get all the pins down. | renmenber this
happened to nme very distinctly. | was |ooking down at the
mess | had created, and | found that there were four pins
that | didn't hit. Then, | rolled the ball and there was
one nore pin that | never saw. That is this pin right over
her e.

[Slide.]

This slide shows perhaps the origin of the
stereotactic view, and that is, if you nove to the side when
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you are bowing, and go out towards one of the alleys and

| ook down, then, you can see this pin which was previously
obscured. It is giving you a view of perhaps about 15
degrees, and that is the way we are able to determ ne the

di fference between overlying structures and of course in the
stereotactic breast biopsy, that is what gives us the depth
coor di nat e.

[Slide.]

The purpose of having the depth coordinate is so
that we can position the needle in the right location. 1In
this slide, this round circle is the lesion, and the tan
tissue is shown here. The needle is positioned before the
| esion, then, the stylet is advanced through the |esion, and
the cutting needle cones through to collect the core sanple.

So, it is very critical that we be able to
position the tip of this needle in exactly the right
| ocation to sanple the tissue that is desired.

[Slide.]

Since | ama physicist, you can't hear one w t hout
having at | east one equation, so this is the mandatory
m ni mum one equation, and it is basic trigononetry. \Wat we
are looking to do is to inmage this lesion. The x-ray beam
conmes fromthe floor. Here is the breast, here is the
|l esion we are trying to inmage. The inmage receptor is back
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here, and the breast is conpressed between the conpression
paddl e and the breast support.

In order to position the needle at exactly the
right location, what we need to really do is to calculate
the distance fromthe needle to the imge receptor, and that
di stance we will call Z

Since we know that the stereo inages are taken at
15-degree angles, we have a fairly sinple trigononetry
problem and that says that the distance coordinate Z equal s
XI's, which is the stereo shift divided by tw ce the tangent
of 15 degrees. |If you do the nunbers, it nmeans that the Z
coordinate is about 2 tinmes the stereo shift.

[Slide.]

If we see how this is acconplished in a piece of
equi pnent, an image m ght be taken at m nus 15 degrees with
the image receptor, and perhaps a grid if it is used, taken
at this angle, and then the nmachine is toggled over to the
alternate position in the detent, and another inmage is taken
at plus 15 degrees.

When we | ook at the two images, this is a well-
targeted lesion. At least it shows the needle in the center
of the lesion. Normally, we went the needle before the tip
of the lesion, but in this case, for denonstration purposes,
you can see that in the two, 15-degree views, we are right
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there in the center.

But things aren't always as good as we would |ike
themto be. This image on the right shows that if the
needle is not properly positioned with respect to the
| esion, then, we get stereo inmages which are different from
what we are trying to achieve, and that would tell the
physician who is performng the procedure that the tip of
the needle is not in the right |ocation.

Al'l this has to happen with approxi mtely 1
mllimeter accuracy in order to adequately sanple the
| esions that we are | ooking for.

[Slide.]

There are different types of stereotactic breast
bi opsy equi pnent. There are dedicated prone tables which we
have heard about this norning and seen, and they have
advant ages of speed of a procedure, they are considered
rather patient-friendly in ternms of confort and | ack of
problems with fainting, and so on, and they are al so very
conveni ent for scheduling, because you can have one
dedi cated roomthat is always used for stereotactic
pr ocedur es.

In trying to schedule a busy departnent, if all of
a sudden you decide that a stereotactic procedure is needed,
it my tie up an extra 45 mnutes or an hour in a room and
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interrupt the schedule for the day.

So, those are the dedicated prone tables.

Anot her type of technology that is used is an add-
on stereotactic unit where a basic mammography unit is used
Wth a stereotactic systemthat allows precise positioning
of the needle. It is alnost an identical positioning system
to what is used in the prone table, but this difference is
that the patient nay be sitting up or the patient nay be
recunbent dependi ng upon the nodel and the chairs, and sone
of the patient-friendly things that are used.

Add-on units are avail able at |ess cost because
nmost of the cost is in the mamography unit, and you j ust
need to buy the additional add-on device. They don't take
up the space of an additional room they are ideal for a
smal | nunber of biopsies, and many facilities use them where
they are only doing a few biopsi es perhaps a week.

So, those are the two types of x-ray equi pnent.

The imaging nodality is primarily in the past was
done with screen filminmaging, and that uses a filminmage
like we are famliar with in manmography, and those filns
then get digitized into the conputer, so that the conputer
can cal cul ate the Z coordi nate.

In recent years, it has becone nmuch preferable to
use digital image receptors, and these have the advant ages

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

148

of fast turnaround and shorter procedure tinme. As we heard
this norning, once that digital imge is exposed, the inmage
comes up on the conputer screen within just a couple of
seconds.

Common to all units is digital targeting software.
This is the conmputer software that perforns the
triangul ation calculation and inforns the physician where to
put the tip of the needle.

[Slide.]

This slide shows the picture that you have al ready
seen for the prone table, and if we nove up here to the
right, you can see a conventional nmammography unit with the
stereotactic device literally being added on in this
phot ogr aph.

[Slide.]

Because digital imaging is an inportant part of
the way nost stereotactic procedures are perforned now, just
a word to distinguish between screen filmand digital. 1In
screen filmimaging, filmis used to capture the image,
di splay the image, and to store it. So, since one sheet of
filmhas to acconplish those three different tasks, there is
al ways a tradeoff between how we can achieve the right
per f or mance.

In a digital inmaging system it is possible to
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have individual nodalities to individual conponents to
capture the inmage, to display the imge, and to store the
i mge. As such, engineers can design and optim ze each of
t hose three individual conponents.

[Slide.]

The basic nethod that is used in stereotactic
systens for digital imaging is the CCD, the charge-coupl ed
device imge receptor, and it is not terribly different from
t he char ge-coupl ed devices that have becone popular in home
cancor ders.

These cantorders use an integrated circuit, a
chip, which contains |light-sensitive detectors on the
surface, and these detectors collect a light inmage and then,
through anplifiers, generate an electronic imge that can go
into the conputer.

[Slide.]

In order to have a light inmage in the first place,
we al so have to convert the x-ray inmage into a |ight inmage,
and in this slide, what you can see on the right is that
here is the x-ray target, the patient is in position here,
and then this is an x-ray image that is created. That imge
gets converted into a light image using a screen simlar as
to what would be found in a mamography cassette or
radi ogr aphy cassette.
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That imge then is relatively large and gets
mnified down to fit onto the size for this CCD

[Slide.]

Q her inportant conponents of the equipnment for
digital imagine and stereotactic is the CRT, the conputer
nonitor, a standard VGA nonitor, has a resol ution of about
640 by 480 pixels, and a pixel is an individual elenent of a
digital image that can be any one of 4,000 or so shades of
gray.

VWhat is also highly inportant for being able to
use these inmages in stereotactic imging is the fact that
i mage processing is available. Once that inmage is taken,
the x-ray picture is taken, then, by adjusting the display
on the conmputer, we can w ndow and |evel that inmage to
adj ust the contrast, and we can adjust that contrast to
visualize dense tissue, to visualize fatty tissue, and to
bring up mcrocalcifications so that they are nore visible.

[Slide.]

This is sort of a closeup view of a prone table
and this is the digital inmage receptor. It sits on the back
of the machine. The x-ray tube is over here. The x-rays
travel down. The patient is conpressed in this position,
and the digital inmage receptor sits here.

[Slide.]
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This slide shows what the conputer station | ooks
like. This is sort of a famliar conputer keyboard with
sone software that allows the inages to be shown, sone
magni fi cation. The images can be inverted, and so on.

[Slide.]

It is inportant, as | said earlier, to be aware of
the dose in any procedure that we do involving x-rays. Wen
the medi cal physicist evaluates the dose, we use the data
fromthe technique chart. W want to neasure the entrance
skin exposure froma standard condition, fromthe ACR
phant om

We know that the dose varies considerably with the
di fferent breast conposition and the different breast
t hi ckness, and the technique factors. So, rather than
measure the dose for every individual patient, it has been
agreed that, as nedical physicists, we neasure the dose
under a standard set of conditions, and those standard set
of conditions are for the ACR phantom which is a specific
t hi ckness nade up of a m xture of fat and gl andul ar tissue
or at least made to simulate that tissue.

The nedi cal physicist neasures the hal f-val ue
| ayer, which allows us to determne a factor called the DgN,
and from |l ooking up these values in the table, we can
cal cul ate the average gl andul ar dose.

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

152

This is determned by an article witten in the
| ate seventies and this is the standard way of neasuring
dose average through the glandul ar tissue at risk. That
dose is required to be less than 300 mllirads per viewin
mamrogr aphy as a regulatory issue. There is no current
requi renents since stereotactic breast biopsy is not
regul at ed.

For screen filmimaging, the dose is related to
the optical density. |If the inage is too light, then there
is a good chance that inadequate dose was used, and if the
image is too dark, it is probably the other way around, but
there is a significant factor of film processing which al so
has to be addressed.

Wth digital imaging it is not like that. The
dose, the noise, and the imge processing are al
interrelated in a way that is not always obvious to the
oper at or.

[Slide.]

These are the factors that affect the breast dose
in stereotactic breast biopsy with digital imging. The kVp
and the mAs that are either set, or the machi ne chooses if
it isin automatic node. |If filmis used, then the exposure
tinme can also have a snmall effect on the dose. Primary
factors are the breast thickness and conposition. Thicker
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breasts require nore dose and dense breasts require nore
dose.

As | said earlier, the optical density of the film
was a prinme indicator, but that is not the case in digital
imging. In any case, nultiple exposures, every tine an
i ndi vi dual patient exposure is made in a stereotactic
procedure, the patient receives that dose of radiation. |If
it takes six x-ray exposures to inmage during the procedure,
then the patient receives six tinmes that dose. |If it takes
20, then it takes 20 tines that dose.

[Slide.]

The quality control issues are such that the team
approach is necessary in order to maintain the quality of
the service, and that is that the nmedical physicist nust
work together with the radiol ogist or the physician
perform ng the procedure, and the x-ray technol ogi sts.

It is inportant that there be training and that
t he personnel understand the issues of targeting accuracy
and the errors that are involved. It is inportant that the
personnel understand the factors that can contribute to
degradation of inmage quality or to increase in dose, and be
able to manage that in an environnment where the patient may
experience sone pain and disconfort.

[Slide.]
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There are sonme uni que probl ens associated with
stereotactic breast biopsy quality control. For exanple,
many mnedi cal physicists have not seen these units. They are
relatively small in nunber conpared with the vast nunber of
mamogr aphy units, perhaps 12- or 14,000 out there in this
country. So, nedical physicists may be unfamliar wth the
equi pnent, the procedure, or the need for quality control.

This nmay al so be true of physicians who have not
previ ously been involved in the accreditation program and
accreditation process. Radiologists are not always
i nvol ved.

There is a limted regulatory history. W stand
in the face of a greater than 10-year experience with the
mamogr aphy accreditation programfromthe American Coll ege
of Radi ol ogy, but roughly a year and a half experience with
the stereotactic accreditation program

The horizontal configuration of the prone table
causes sone problens in quality control, particularly for
t he nedi cal physicist. |In standard mammography units,
gravity works very nicely to allow us to set up our
equi pnent in a reproduci ble way, and that is not the case
with the prone units.

The small field of view causes sone problens in
the digital image receptors, and these problenms occur with
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t he phantom i mges and the ion chanber neasurenents.

Medi cal physicists nmust be trained to know what is the
proper nethod to nmake these neasurenments, so that they can
avoi d probl ens.

[Slide.]

There are sonme quality control problens that are
al so unique. There is a |large heel effect on many x-ray
units which again nmakes the positioning of the instrunments
very critical for the nedical physicist.

I n mammogr aphy, we nmake all our neasurenents
t hrough the conpression paddl e, but since in a stereotactic
unit there is an open wndow that is always in place for
i magi ng, mnedi cal physics neasurenents nust be nade using the
conpressi on devi ce w ndow open.

For many institutions that use digital inmaging
only, there may be a lack of a quality hardcopy device. It
is not required that there be hardcopy. There may al so be a
| ack of digital inmage storage. Again, it is not required
that there be digital inage storage. Anong ny clients, we
have eight facilities that do stereotactic imging, and sone
have no hardcopy and sonme have no long-termdigital imge
st or age.

For the medical physicists who are accustoned to
working with instruments and conputers, we have to work with

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

156

poi nty needl es and gushy phantons, because we too have to be
present and be involved in the localization simulation. So,
that is sonething else that we have to |l earn

The software for digital field uniformty analysis
is sonmething that is avail able on sone digital systens, and
that is a nmeasurenent that we hope to nake in the
stereotactic quality control programfor the nedi cal
physicist, and we need to | earn how to do that.

[Slide.]

This slide shows that it is actually not terribly
trivial to position a test instrunment in the horizontal
position reproducibly, but we found that it works well to
use a stanchion like this and a little support, but if you
don't have that, people try using tape and tissue boxes, and
it can get very difficult and certainly not reproducible and
not scientific.

[Slide.]

So since things go wong, the quality control
prograns were devel oped by the Anmerican Coll ege of Radi ol ogy
Stereotactic Breast Biopsy Accreditation Program and there
are a nunber of tests that are required by the x-ray
technol ogi sts, and these tests are listed here, at varying
frequencies from before each patient to every day, down to
quarterly and sem annual | y.
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[Slide.]

If screen filmimaging is used, then there are
additional quality control tests which are not required for
facilities that do digital, and these tests largely mmc
the quality control requirenments fromthe mamography
accreditation program

[Slide.]

Now, |ike in the mamography program under the
stereotactic accreditation program nedical physicists have
quality control tests, 11 tests that are specified, and you
can see themlisted here. | won't go through them at al
except to say that the ones in yellow are significantly
different than the quality control tests that nedica
physi ci sts are accustoned to perform ng under the
manmrogr aphy accreditation program

So, physicists need to have specific training in
performng nore than half of these tests, so that they can
be know edgeabl e and provide valuable input to the facility
perform ng stereotactic breast biopsy.

[Slide.]

There are two phantons that can be used for inmage
quality analysis and for dose neasurenent under the
stereotactic systenms. The phantomon the right is the
fam |iar mamography accreditati on phantomthat has been
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around for a long tine.

The phantomon the I eft was devel oped out at Mayo
Clinic. 1t is marketed by Nucl ear Associ ates, and that was
specifically designed to contain nost of the information we
need froman imge quality point of viewin a smaller field
of view, in a field of view designed to fit within the 5 by
5 centinmeter field of the stereotactic unit.

[Slide.]

Since the digital imging systemhas different
i magi ng capabilities, there are different scoring
requirenents for the different phantons. Shown here are the
mamrogr aphy accreditation programrequirenents for passing
scores of fibers, specks, and masses. This uses the ACR
accreditation phantom

In the digital node, under the stereotactic
accreditation program these are the required passing
scores. If the mni-phantomis used from Nucl ear
Associ ates, the passing scores are quite different. So, it
is inportant that individuals who are using these phantons
understand the difference. It is not possible to obtain
this score or this score for fibers, for exanple, on the
digital m ni-phantom on nost units.

[Slide.]

This slide shows the technical problem of inmaging
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the full field mammography accreditation phantomw th the
digital field of viewthat is about the size of the yell ow
imge. So, for facilities that use the |arge phantom they
need to take four separate inmages of the phantom and then
take a fifth image that denonstrates the TLC chip, and these
TLDs are used by the American Col |l ege of Radi ol ogy program
to measure the dose in the half-value |ayer

[Slide.]

Since the nedical physics requirenents are
sonmewhat different, there are sone different requirenents in
terms of know edge and experience, the nedical physics
qualifications are shown here - a board certification or
alternate requirenents, 15 hours of continuing education in
mamogr aphy physics every three years. Those are the
mammogr aphy type requirenents.

Prior to June of '97, nedical physicists would be
qualified to do stereotactic breast biopsy surveys if they
performed three hands-on surveys or if they performed one
hands-on survey under the guidance of a qualified nedical
physi ci st who has done stereotactic breast biopsy.

That w ndow has cl osed and effective June of '97,
medi cal physici sts who have not done anything previously
must do one hands-on stereotactic survey under the gui dance
of a nedi cal physicist who has been previously qualified.
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In addition, for a nmedical physicist to be
qualified, they nust performat |east one stereotactic
breast biopsy nedi cal physics survey per year and receive
three hours of continuing education in stereotactic breast
bi opsy physics every three years.

So, the nedical physicists need to receive sone
specific training in stereotactic physics.

[Slide.]

So, to summarize, mammography i s about detection,
stereotactic breast biopsy is about diagnosis. Quality
control is necessary because things do go wong. It is not
a question of if, it is only a question of when they go
wWr ong.

W tal ked about the physics of stereotactic
| ocal i zati on, sone of the specific equi pnent requirenents,
and I would like to kind of close with an inportant comrent
about patient dose in stereotactic breast biopsy.

One of the problenms with digital inmaging is that
if operators are not famliar with all the factors that
contribute to dose, then, patients can receive unacceptably
hi gh doses fromthese stereotactic digital systens.

The reason is that if excessive dose is used on
the front end, the inage processing can be used to adjust
the wi ndow and |l evel, so that the inage | ooks very good, and
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that is sonething that obviously we need to avoid. So, it
is inmportant that everyone be educated and that the nedical
physi ci st be part of the teamthat perfornms quality
stereotactic breast biopsy.

Thank you.

DR. MONSEES: Thank you very nuch.

Can we have the lights, and we will nove on to the
next portion of the presentation before we have questions
and answers.

DR. WNCHESTER  Dr. Monsees, nenbers, and
consultants of the National Mammobgraphy Quality Assurance
Advi sory Comm ttee, FDA staff, thank you for the opportunity
to make this presentation on behalf of the American Coll ege
of Surgeons.

| would |ike to enphasize at the outset that the
representatives fromthe Anmerican Coll ege of Surgeons and
fromthe Anerican Col |l ege of Radiology on the joint task
force have worked together over nmany nonths in a coll egial
manner with the dedication to quality patient care and a
real attenpt to avoid turf issue discussions.

You have in your packet a publication entitled
Stereotactic Core Needl e Biopsy of the Breast, a report of
the Joint Task Force of the Anerican Coll ege of Radi ol ogy,
Anerican Col | ege of Surgeons, and Col | ege of Anerican
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Pat hol ogi st s.

We believe that this represents an inportant
summary of the best available scientific know edge with
regard to this procedure. The trick nowis to find out how
many people will read this and what the diffusion tine into
the practicing comunity will be.

We have had past experiences with guidelines,
standards, and diffusion into the comunity is very slow, so
| would hope that this is read. Qur conmttee, really our
joint task force in this exercise, undertook the task of
doing this for that very reason. W thought it was
necessary with relatively new technol ogy to define the
i ndi cations, contraindications, and some of the subtleties
that the people who were beginning to do this m ght not
appreci at e.

A separate task, consisting of four surgeons from
the Anerican Coll ege of Surgeons and four radiol ogists from
the Anerican Coll ege of Radiology, along with senior staff
fromthe Anmerican Col | ege of Radi ol ogy, devel oped the
docunent included in your packet entitled Physician
Qualifications for Stereotactic Breast Biopsy.

The Board of Regents of the Anmerican Col |l ege of
Surgeons and the Board of Chancellors of the Anmerican
Col | ege of Radiology officially approved this docunent after
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some m nor nodifications.

The Septenber 1997 issue of the Bulletin of the
Anerican Col | ege of Surgeons published the docunent
regardi ng personnel requirenents inits entirety, along with
an overview which | provided.

Qur joint task force conpleted the Physician
Qualification docunment with the realization that precise
nunbers are sonmewhat arbitrary and subject to considerable
debate along with many other elenents in the docunent.

W attenpted to sinplify and systemati ze practice
qualifications in an exceedi ngly conpl ex national
environnent. Nonetheless, we identified the two major
nodel s of practice in the United States, that is, physicians
working in a collaborative setting or physicians working
i ndependent of one anot her.

Clearly, the joint task force favored the
col | aborative nodel, but recognized in sone centers the
procedure could be done independently.

| think it is inportant for ne to take a few
m nutes now to describe the maj or objections which have been
expressed by the surgical community in response to physician
qualifications for stereotactic breast biopsy.

Madam Chairman, | could list all the nanes and
origin of the 12 or 15 surgeons, but if | may not do that, |
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think that in the interest of tinme --

DR. MONSEES: A sunmary woul d be appreci at ed.
Thank you.

DR. WNCHESTER: So, these are quotes froma w de
vari ety of surgeons froma w de variety of sites around the
country:

Surgeons have al ways played a central role in the
conpl ete conti nuum of care and the managenent of the breast
patient. W need to draw attention to the fact that the
performance of a surgical mnimally invasive biopsy
procedure utilizing imaging is only one small part in the
total evaluation and care of the patient.

The surgeon eval uates patients fully prior to any
form of biopsy. The surgeon correlates the approach used
for the biopsy in preplanning for any eventual | arger
cancer-directed procedure.

Addressing the radi ol ogy comunity doing this in a
totally independent setting w thout surgical consultation,
sonme of the remarks are as foll ow

If a radiologist is to performthis procedure
i ndependently as a direct referral fromthe primary care
physi ci an wi thout the benefit of surgical consultation, then
many of our surgeons believe that the requirenents for a
radi ol ogi st practicing independently as stated in the

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

165

docunent are i nadequate.

The 15 hours of CME in breast imaging including
"beni gn and mal i gnant breast disease,"” should focus not on
breast imagi ng, but an understandi ng of benign and malignant
breast di sease.

It has been pointed out that radiologists may |ack
clinical skills when practicing independently, and sone of
the points along those |ines that have been brought forth by
surgeons and suggestions for inproving those clinical skills
are as foll ows:

That the radiol ogi st observe at |east 12 open
surgi cal breast biopsies perfornmed by a board-certified
general surgeon with attention to sterile technique, tissue
handl i ng, wound managenent, and henostasis, clinically
interact for at least 12 hours with a board-certified
general surgeon for physical exam nation of the breast and
for presentation of surgical options to the potenti al
stereotactic patient including benefits, risks, and
conplications.

Attend on a regul ar basis hospital tunor board
conferences or breast conferences. In our institution, for
exanple, we have a weekly nultidisciplinary breast cancer
conference review wi th Pat hol ogy, Radi ol ogy, Surgical
Oncol ogy, Medi cal Oncol ogy, everybody who takes care of the
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breast cancer patient, and the radiologists | think benefit,
and have told us that they benefit considerably from being
present at that conference.

Take a one-week rotation through the hospital
pat hol ogy departnent. That m ght be kind of tough to do.
Be responsi ble for face-to-face postbiopsy comuni cation
with the patient including the diagnosis of benign and
mal i gnant di sease. Again, all these suggestions are for a
radi ol ogi st practicing in a totally independent setting.

Future treatnent options for cancer, referral to
surgeons, oncol ogists, and radiation therapists.
Communi cate with the primary referring physician regarding
appropriate clinical, mamographic, and surgical followp,
and risk assessnent, and attend a national nultidisciplinary
breast cancer synposium every three years.

Further comrents. |Imaging is perforned as an
adj unct to the biopsy, to allow positioning of the biopsy
device itself. The physician |ocates the abnormality
previously identified by a qualified MXSA physician. There
are many ot her instances where x-ray imaging is used as an
adjunct in the performance of diagnostic and therapeutic
procedures by surgeons.

A few exanpl es of these include stereotactic
i ntracrani al neurosurgical procedures, intraoperative
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fluoroscopy for the placenent of central venous catheters,
i ntraoperative fluoroscopy in nunmerous orthopedic
procedures, fluoroscopy used in coronary angi oplasty, and
chol angi ogr aphy.

None of these exanples require the supervision of
radi ol ogi sts, even though they utilize x-ray imging. To
require stereotactic breast biopsy to cone under MXBA nerely
because screeni ng mamogr aphy identified the abnormality in
the first place, in one surgeon's words, "was i nhappropriate
and unnecessary."

Many surgeons have expressed the opinion that the
nunber of mammogramreviews of 480 is arbitrary and too
hi gh. This has been the nbst commonly voice objection to
t he docunent. Surgeons do not believe that MXBA
requirenents for interpretive skills of 480 mammograns per
year for screeni ng manmography applied to the skills
required for a surgeon practicing in an independent setting
to review an abnormal mamogram whi ch has been officially
interpreted by an MXA radi ol ogi st, target the |lesion, and
perform the biopsy.

Finally, a quote froma surgeon in Georgia, "The
surgeons in our community are the only physicians perform ng
stereotactic breast biopsy. Qur results indicate that we
are doing it in a quality manner. W do not individually
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revi ew 480 manmograns per year per surgeon. Does this nean
that no stereotactic breast biopsies could be perforned in
our comunity?"

There are many ot her conmuni cations | have
received from surgeons around the country, but in the
interest of time, I will no longer dwell on this broad-based
surgi cal feedback, but sinply acknow edge that the "final
draft” of any docunent nust take into account criticisns
such as those which | have descri bed.

Havi ng just attended the annual clinical congress
of the Anerican Coll ege of Surgeons, and view ng the wares
of the stereotactic manufacturers, it is apparent that this
equi pnent is becom ng increasingly sophisticated.

The BI RAD system of the Anmerican Coll ege of
Radi ol ogy has pronoted proper selection of patients with
manmogr aphi ¢ abnormalities for stereotactic breast biopsy.
Even so, the denmand for the performance of this procedure is
exceedingly high and |legitimate.

Practicing surgeons around the country are
| earning this procedure through formal courses, such as
t hose described this norning by Dr. Israel and Dr. Dow at
from American Col | ege of Surgeons, and the Society of
Sur gi cal Oncol ogy.

These physicians are then going back to their honme
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institution and being proctored by other surgeons or
radi ol ogi sts according to |local credentialing body

requi renents. Many of themare being trained to not only
performthe procedure, but to train others.

The American Coll ege of Surgery has now formally
included this procedure in their curriculumso that future
graduates of training progranms in surgery wll becone board-
certified, will be qualified to performthis procedure much
in the sanme way that board-certified radiologists qualify as
interpreters of screening mammogr aphy under MJSA.

As you know, the Anerican Coll ege of Radiol ogy has
a voluntary accreditation programfor stereotactic core
needl e biopsy in place. The Board of Regents of the
Anerican Col | ege of Surgeons, which net in Chicago this
nmont h, unani nously approved the concept of the establishnment
of a voluntary accreditation programfor the performance of
stereotactic breast biopsy through the Anerican Coll ege of
Sur geons.

A task force of the college is in the process of
devel oping the details of this accreditation program W
have di scussed this with the American Col | ege of Radi ol ogy.
They have offered to help us put this together. They have,
in fact, offered to have representatives fromthe coll ege
sit on their commttee that devel oped their accreditation
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program

Following this resolution, the American Col |l ege of
Surgeons and the Anmerican Col |l ege of Radiol ogy conmuni cat ed
wi th one another and have forwarded letters to FDA,
suggesting that consideration be given to a voluntary
accreditation program or approach rather than the
devel opnent of regul ati ons under MQSA.

Finally, if FDA determ nes that interventiona
radi ol ogy should be included under MJQSA, then the
conposition of the National Mamography Quality Assurance
Advi sory Committee needs to be changed to represent a proper
bal ance of clinicians on the conmttee fromthe disciplines
of radi ol ogy, surgery, and pathol ogy.

A final remark is in the formof a question to
FDA. It is hard to sit down and read the 1992 Act word for
word, but sonmehow | did it and got through it, and when
did that, | was | ooking specifically for | anguage which
indicated to me why we are here tal king about the regulation
of interventional mammography.

The Act states that the National Mamography
Qual ity Assurance Advisory Commttee shall, "report on new
devel opnent s concerni ng breast imaging that should be
considered in the oversight of mammography facilities.”

The only other reference in the Act to anything
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ot her than screeni ng mammogr aphy i s under Section 35-4A
under Definitions. "The termfacility means a hospital,

out pati ent departnent, clinic, radiology practice or nobile
unit, an office of a physician, or other facility as

determ ned by the Secretary, that conducts breast cancer
screeni ng or diagnosis through mammography activities.”

| couldn't find anything el se and, Dr. Finder, |
had tal ked to you before about the Advisory Conmttee and
t he advi ce about not to regulate this, there wasn't enough
state-of-the-art information. Could you please clarify for
me this question?

DR FINDER | wll try. Basically, when you go
to the definition of what nammography is or what a manmopgram
is, it refers to radi ography or radiographic inmages produced
of the breast. Under that, the interventional procedures
whi ch are used for radi ography of the breast or mammography
are included under that definition.

When the InterimRegul ations were first
promul gated, at the tine there wasn't enough information,
there were no standards avail able to include interventional
procedures, so at that tine these procedures were
specifically excluded fromregul ation, but there was al ways
the inpression and always the feeling that at sone point
this issue would be | ooked at again to see if the science

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

172

had progressed enough and if the standards had progressed
enough to bring these procedures under regul ation.

DR. WNCHESTER: But who initiated the request to
look at it in the first place? | can't find the | anguage of
stereotactic breast biopsy, needle |ocalization,
gal actography. | can't find any of that |anguage in the
1992 MQXSA Act. \Wiere is the | anguage? Were did it cone
fron? Who authorized it? | just don't understand where it
came from It is not in the Act.

DR. FINDER Right, and as | say, those terns were
not used, but in terns of regulation of manmmography,
anyt hing that uses radi ography of the breast is included.

As | said, it was specifically excluded because at that tinme
we had no standards or accreditation bodies or any nechani sm
to deal with it. That is why it was excl uded.

Now as for the calls to bring interventional
mamrogr aphi ¢ procedures, one of the areas that called for it
was this commttee. | can't renenber which neeting it was
at .

DR. HOUN. That was in May of 1994, the Advisory
Commttee at that tinme, we were faced wth an Cctober 1
deadl ine of making sure all facilities in the U S were
certified by FDA. Oherwse, if they were not certified,

t hey woul d be perform ng mamography illegally.
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At that May 1994 neeting, we were discussing this
area of stereotactic and interventional procedures using Xx-
rays that had not had an accreditation process devel oped and
that if we did not do sonething about them by October 1 of
1994, these procedures would be banned by | aw because we did
not have an accreditation and certification process in
pl ace.

So, at that tinme nost of the menbers of the
Advi sory Commttee did advise us to not regulate this and to
exenpt stereotactic and other interventional mammography
procedures. Not all of themdid, but nost did, and we had
the American Coll ege of Surgeons participate in that
di scussion, as well.

So, what Dr. Finder is saying is that the Act, by
defi ni ng mamogr aphy very broadly, and with our history of
wanting to nmake sure that breast cancer screening and
di agnosi s using that technology is of high quality
standards, this commttee has hel ped us in giving advice on
what we should do with this new technol ogy.

DR. WNCHESTER: | raise the question because this
comm ttee has gone through a netanorphosis, there are a | ot
of new menbers, and | have been here for a year, and | still
don't understand it. So, | was hoping that this could be
clarified.
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It seens to ne that if this noves forward, there
needs to be an anendnent to the Act, because the | anguage

does not reflect the intent.

DR. HOUN: | don't think so, because we have --
DR. W NCHESTER: | don't think so either
DR. HOUN: | think what happened is that in terns

of legality, those matters are reviewed by our general
counsel, and that has already been revi ewed several tines,
that this particular technology, if FDA chose to regul ate
it, would be covered by the Act.

DR. W NCHESTER: And has that been chal | enged?

DR. HOUN. It has not been chall enged.

DR. MONSEES: Let's put that issue aside for now
and continue wth this presentation.

Dr. Dershaw.

DR. DERSHAW Thank you, Dr. Mbnsees.

Agai n, thank you for the opportunity to be here to
represent the American College of Radiology. | wll try not
to take up too rmuch tinme, so that we can have tinme left for
guesti oni ng.

The procedures that we have been tal ki ng about
this norning and this afternoon conpronm se a very difficult
nunber of procedures for wonen in the United States to
cal cul ate.
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Based on HCFA CPT codi ng, estinmating that these
codes represent about one-third of procedures that are
performed, we have estimated that there are between 4- and
500, 000 of these interventional x-ray-guided breast
procedures that are perforned.

About half of these are needle |ocalizations,
slightly over 200,000, and again these nunbers are very
rough esti mates.

Gal actograns or ductograns conprom se a paltry
4,000 or so procedures, and the nost difficult nunber to
ascertain is the nunber of needle biopsies that are actually
performed, but it appears that there are 200, 000 plus of
t hose procedures.

Needl e | ocali zati ons appear to be done by
radi ol ogi sts about 90 percent of the tinme. Ductograns, |
t hi nk we can reasonably assune are al nost al ways done by
radi ol ogi sts, certainly a 90 percent plus nunber is a
reasonabl e guesstimate on that, and the nunber of inaging-
gui ded needl e bi opsy procedures that we are tal ki ng about
here today is really difficult to calculate, but naybe as
hi gh as 80 percent of those procedures are done by
radi ol ogi sts.

Now, let ne very briefly just discuss the non-
bi opsy procedures that have been nentioned here so far
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today. Needle localizations, you heard a very beauti ful

di scussion off this nmorning. |f one |ooks at the published
l[iterature on needle localization, there is an institutional
failure rate that is reported in the 1 to 4 percent rate in
peer-reviewed literature.

What goes in the comrunity in this procedure, as
in other procedures that don't get into the literature, are
not peer reviewed, | think it is very difficult to
ascertain. However, | think there is a general sense of
t hese procedures being perforned in a conpetent fashion in
the general conmmunity, and | do not think that there is a
sense that there is a need for regul ation of needle
| ocal i zati on procedures.

Duct ograns, as you can appreci ate, are unusual
procedures. Failure rates are not published on this
procedure. Again, | do not believe that there is any
consensus that these need to be under any kind of
regul ati on.

| will be happy to tal k nore about those
procedures during the question period if there are any
guestions about those procedures.

Let me go on to image-qgui ded breast biopsies. You
have heard a | ot about these. | don't think there is any
need to redefine these procedures, but let nme just rem nd
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you that the purpose of these procedures is in a safe,
confortabl e, non-deform ng, rapid, and inexpensive fashion
to obtain cells or pieces of tissue fromthe breast which
make it possible in nost cases to nake a definitive decision
about what el se needs to be done with a patient who has
usual Iy a nonpal pabl e mammographically detected abnormality.

It is accepted that in sonme cases, a surgica
bi opsy will be needed for definitive diagnosis. So, that is
t he purpose of those procedures, and I will spend the rest
of the few mnutes that | am up here addressing you | ooking
at nethods in which it is possible to optimze the quality
of the procedure that is being perforned, so that one can do
wi th these biopsy procedures what it has been possible to do
w th mamrography in the United States, and that is
essentially guaranteed to a woman that there will be a
reasonabl e |l evel of quality of care and a reasonable |eve
of safety when she, in a relatively blindly fashion, goes to
a facility to have one of these procedures done.

By definition, the areas that are undergoing
bi opsy are small, nonpal pable | esions. These are sonetines,
as you can all appreciate, difficult to see on a nmamobgram
where there has been full conpression that has been done and
where we have an inmagi ng system whi ch has undergone a | eve
of quality control to optimze the quality of inmaging that
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results fromthat system

The difficulty in seeing these | esions can be
i ncreased, not only by the | ack of conpression, as has been
denonstrated, but also by the fact that there is an
anesthetic that is injected into the breast which may
obscure the lesion. There is henorrhage that occurs during
t he procedure which can further obscure the |esion.

Difficulty in appreciating the |esion can be
increased by the fact that, in fact, the area of the breast
containing the |l esion nmay be displaced by the needle tip
during the biopsy, changing its location within the breast,
changing its location on the imge that is obtained.

Now, what kind of skills are necessary to perform
t hese procedures in an acceptable fashion? Let nme go
t hrough the steps that are involved in actually performng
the procedures and address the kinds of skills that are
necessary to optimze the quality of care during each stage
of the procedure.

The first step again, as you have al ready heard,
is the imaging, making sure that the patient has gone
t hrough the appropriate imaging steps, so that a reliable
deci si on has been nmade, an appropriate decision has been
made whether or not the patient needs a biopsy.

A biopsy is not -- | don't think it is acceptable
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to anyone in this room-- a biopsy is not a replacenent for
i magi ng, and biopsies that can be elimnated by appropriate
i magi ng shoul d of course be elim nated.

So, the physician who is selecting a patient nust,
first of all, appreciate that, understand that an
appropriate imaging, a reliable imging workup has been done
and that the patient in fact needs a biopsy.

When it has been ascertained that a patient needs
a biopsy, the physician then needs to determ ne what kind of
bi opsy may, in fact, be appropriate for the patient, not
what ki nd of biopsy the patient nmust undergo because this
remai ns her deci sion.

In some cases, | think we would all agree that, in
fact, a surgical biopsy may be a better biopsy procedure
than a needl e biopsy. That may be because of patient
preference. That may be because we are worried about a
certain kind of histology that requires a | arger volune of
tissue to be excised rather than a smaller volune of tissue
to make a definitive diagnosis, and in those situations, a
surgi cal biopsy nay be nore appropriate.

We have already heard that there are two kinds of
needl e bi opsies that can be perforned - fine-needle
aspiration for cytology, or a large core needl e biopsy for
hi st ol ogi ¢ assessnent of the specinen.
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A deci si on about which of those procedures should
be done needs to be nmade. In addition to that, although we
are tal king about x-ray-guided procedures, a decision needs
to be made if a core biopsy is being done or an FNA, is
stereo gui dance optimal, should sonographi c gui dance be
performed instead.

So, the physician needs to understand what the
i ndi cations and the contraindications are for these
procedures, the relative risks that are involved for the
patients, and nust al so appreciate other nedical problens
that nmay be involved - does the patient have a bl eedi ng
di athesis, is the patient on nmedication that may increase
the |ikelihood of conplication.

Once we have nmade the decision that a patient wl|
undergo one of these biopsies, we have to be certain, if we
are guaranteeing quality of care to the patient, that the
equi pnent that we are using for the procedure has been
appropriately sel ected and has been appropriately
mai nt ai ned.

Certainly, we wouldn't expect in a surgical
procedure that a scal pel that wasn't adequately sharp to cut
into the tissue that we were going to cut through would be
used in the procedure.

You have already heard a very el egant di scussion
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on the conplexities of the kind of imaging equipnent, the
stereo biopsy units that are avail able, the kinds of inmaging
that is available with those biopsy units, how conplex this
equi pnent is, and how conplicated the acceptance testing at
the time of purchase, as well as the quality contro
prograns that are necessary to hopefully abort the
overwhel m ng nunber of problens that nmay occur.

| f you have equi pnent that has been well
mai nt ai ned, and if you have sel ected the appropriate
equi pnent, you then need to understand how to operate the
equi pnent - what are the appropriate exposure settings, kVp
and mAs for different patients, how do these need to be
altered in different densities of breasts, in different
t hi cknesses of breasts, how nust you alter your settings if
you are doing calcifications rather than nasses.

Just as difficult, I think, is dealing with the
i ndi vi dual geonetry of the patient, not just the
configurations of different pieces of equipnent - how do we
position the patient on the table appropriately, so that we
have enough thickness to acconmodate the positioning of the
needl e in the breast and the novenent of the needle through
the breast, how do we select the different gun needle
conbi nations that may be available to us, so that we
mnimze the likelihood of conplication, but optimze the
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I'i kel i hood of making a diagnosis.

When we are actually perform ng the procedure,
perhaps the nost difficult part of the procedure, and
certainly one of the key elenents of the procedure, is
knowi ng what the relationship of our biopsy device is to the
| esion that we are seeing wwthin the breast. This is what
the procedure is all about, getting the needle into a snal
nonpal pabl e | esi on.

We nust be conpetent in understanding what it is
that is going on in either the filmthat we are exposing or
on the digital imaging systemthat we are using. W nust
under st and when we are biopsying nmasses that do not contain
calcifications what the relationship of the needle is before
we fire and after we fire. It is the only docunentation we
have during the procedure to know whet her or not we have
done sonet hing of service to the patient.

When we are biopsying calcifications, you have
al ready seen specinen radi ographs that we take during the
procedure, but as sinple as the specinen radi ographs appear
to be to interpret when they are shown up on slides, | nust
rem nd you that there are artifacts that can appear on
speci nen radi ographs, nobst commonly dust that can mmc
calcifications. The physician perform ng the procedure
needs to be sensitive to these m m ckers of disease and has
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to understand when they may or may not be present and when
to repeat the specinen radi ograph.

After the specinen has been retrieved, the
physi ci an perform ng the procedure nust adequately handl e
the specinmen, so that there is not degradation of the
specinmen, making it nore difficult for the pathologist to
interpret. The physician nmust understand what information
needs to be communi cated to the pathol ogist to make it
easier for himor her to nake an appropriate di agnosis.

Once the pathol ogi st has done his or her deed, the
physi ci an next needs to understand what the pathol ogy report
means, understand what it nmeans in terns of what it is that
has been seen on imaging studies. It is, in fact, the final
step at which we ascertain whether or not the lesion in
guestion has been bi opsi ed.

If it looks |ike a cancer, and we don't get
sonet hi ng back that says cancer, we nust be very concerned
that, in fact, we mssed a cancer. |f we get sonething back
t hat says, for exanple, fibrocystic change with
m crocal cifications, does that nmake sense in terns of what
it is we actually biopsied.

So, we have to be able to know on the basis of
that report, |ooking back on the imaging, whether or not we
m ssed a lesion, and if so, we have to repeat the biopsy or
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a biopsy has to be repeated.

Once we get the report, we need to know how t he
report fits into patient managenent, and we have to be able
to do that ourselves or we have to be able to appreciate
when the patient needs to be referred to a subspecialist who
will deal with breast disease.

So, if we get back a high risk |esion, we have to
appropriately deal with the patient who now has the
di agnosis of that high risk I esion. The diagnosis of cancer
is reasonably straightforward in dealing with that issue, |
t hi nk.

We have to be certain that results will be
appropriately communicated. | think there is nothing nore
tragic than delivering good nedical care to the patient and
then failing to follow through. Comrunication of results
do not think is a problem but certainly it is part of the
per formance of these procedures.

Those are things that the doc who is doing the
procedure has to do, but this is not solely a procedure that
is done by physicians, and it is not solely a physician
pr ocedure.

We have tal ked a | ot about equi pnment mai nt enance
and equi pnent calibration, and your procedure wll only be
as good as the equi pnent that you are using. |If your
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calibration is not good, there is no way you are going to
get the needle to where it needs to go.

If you are delivering the patient an excessive
anmount of radiation during the procedure, then you may not
be doing her a service.

In addition to have quality equipnent, it needs to

be set up appropriately. It needs to be set up
appropriately, so that it is functioning well, so that is
has been calibrated well, so that it is clean, in fact, it

is sterile, the parts that need to be sterile during the
procedure, and sterile technique is an inportant part of
this, and personnel involved in these procedures need to
adequately use a sterile technique during these procedures.

Now, there has obvi ously been concern over the
utilization of these biopsy procedures and perhaps the | ack
of skill in sone professionals perform ng these procedures.
That is why we are tal king about this today.

As you all know, this has resulted in the
established of an accreditation programby the Anmerican
Col | ege of Radi ol ogy, the stereotactic-guided breast
bi opsi es, and concerns, in fact, over the utilization of
ultrasound for the sanme thing, have resulted in the
devel opnent of a programfor ultrasound al so.

The concepts in the devel opnment of the
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accreditation program are based on an understandi ng that the
quality of the service delivered to the patient is based on
the ability of the facility, not the individual conponents,
but all the conponents of the whole, perform ng the biopsy,
to appropriately select and nmanage patients who are to be

bi opsied, the ability to performthe biopsy with the skil
that conmes from adequate training and experience, the
ability to use equipnent that has been well naintained and
tested, so that practitioners can mnimze the |ikelihood of
mechani cal failure during the procedure, optimze the

i magi ng capabilities of the equipnent, and keep the

radi ati on dose adequately |ow during the procedure to

i ncrease safety to the patient.

| f those goals are achieved, the |ikelihood of
fail ed biopsies should be mnimzed, facilities should fully
understand, in addition, how the results of the biopsy
shoul d be used for patient managenent including in whom
t hese procedures have failed and the bi opsy needs to be
r epeat ed.

The risk for patient conplication and excessive
exposure to radiation should be reduced by these kinds of
accreditation prograns. The |ikelihood of excessive pain
and prol onged or inconpetently perforned procedures we hope
wi |l also be reduced.
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In assessing the quality of a facility, the ACR
program i ncl udes accessing the equi pnment, assessing the
personnel including the physician, the technol ogist, and the
medi cal physicist, and | ooking at facility outcone data and
results of any individual facility.

As you have already heard, and you have | believe
anong your handouts are an agreenent between the Col | ege of
Radi ol ogy and the Col | ege of Surgeons indicating a belief
that the qualifications for personnel, for physicians, can
be adequately net either by an individual physician or by a
team of physicians at an individual facility.

However, we do believe that these qualifications
need to be nmet. Technol ogi sts and physicists individually
must fulfill the qualifications for technol ogi sts and
physi ci st s.

The requi renents for personnel include
requi renents for adequacy of initial training including
under st andi ng of the rule of techniques in patient care, and
hands-on training in perform ng these biopsies. Also,
requi res mai ntenance of skills by continued performance of
procedures and by CME

| am not going to go through what is in your
handout. For those of who wish to peruse that, it is there.
Perhaps if you have troubl e sl eeping tonight, these
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docunents mght help you with that.

The equi prment nai ntenance requirenments have
al ready been reviewed for you.

Facility outcone data are collected and include
during an indicated period of tinme, the volune of procedures
which are the basis for the analysis being submtted by the
facility. It looks at the conplication rate, it |ooks at
the repeat biopsy rate, the reasons for repeat biopsy, and
it looks at the outcone of all the biopsies, how many
beni gn, how many nmal i gnant, and how many in ot her
cat egori es.

The facility outcone data is, first of all,
educational for the individual facility. Secondly, we hope
that sonme point in time, nunbers such as repeat biopsy rate
due to inadequate sanpling and conplication rates may, in
fact, be able to be fitted into a w der body of data to
i ndi cate perhaps the quality of care that is avail able at an
individual facility. It is also educational for an
i ndi vidual facility.

Addi tionally, accumul ati ng these data mandate t hat
an individual facility adequately track patients, and we
believe increases the |ikelihood that appropriate care after
cancer or high risk diagnoses will be delivered to an
i ndi vi dual patient.
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Finally, let me say that patients undergoi ng
per cut aneous i magi ng- gui ded needl e bi opsy procedures cannot
be assured of the skill of practitioners performng these
procedures or of the safety of the equi pnent being operated
when they select facilities at random w t hout any kind of
neutral third party establishing standards for these
facilities.

We believe that this is not unlike the situation
i n mammogr aphy before the Anerican Col | ege of Radi ol ogy
began its accreditation program The accreditation program
for a stereotaxic biopsy that was established by the ACR was
done in the believe that it is possible to maxim ze the
safety and quality of these interventions.

The success of the ACR mammogr aphy accreditation
program fol | oned by MXSA regul ati on has denonstrated t hat
this expectation is | believe a realistic one.

Regul ation of interventional breast procedures may
not be necessary if accreditation prograns are utilized to
establish appropriate standards for facilities and to attest
to the public that individual facilities have attained these
hi gh standards, and if there is a notivation for facilities
to becone accredited.

W believe that the inmagi ng-gui ded breast biopsy
accreditation prograns established by the ACR define the
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standards that are necessary to acconplish these goals.
Trai ni ng, experience, and quality control progranms can

i nprove the general quality of these interventions and can
hel p assure wonmen of conpetence and safety of facilities
of fering these procedures.

Thank you for your attention.

DR. MONSEES: Thank you.

Now what | would like to do is ask panel nenbers
if they have specific questions to the three presenters
here, and I would like to start out and just ask a quick
question of Dr. Wnchester.

The joint agreenent which the American Col | ege of
Surgeons and the Anmerican Coll ege of Radiology agreed to the
qualifications, was agreed to prior to the Anerican Coll ege
of Surgeons volunteering that they were going to begin an
accreditation program

DR. WNCHESTER  That's right.

DR. MONSEES: How woul d you propose or have they
di scussed this at all that a facility decide who woul d
accredit then? |If it were a practitioner, say, a
radi ol ogi st by thensel ves, you woul d propose that they apply
to the Anerican College of Radiology, if it is a solo
surgeon, they apply to the American Col |l ege of Surgeons, and
what if they work in conjunction, do they apply to both?
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Has any thought and di scussi on been given to having two
di fferent bodies perhaps with two different sets of
st andar ds?

DR. WNCHESTER: This just happened two weeks ago,
so not nmuch has happened in terns of concrete devel opnment at
the Col |l ege of Surgeons level. Conceptually, it seens to ne
if it is aradiologist, it should be ACR voluntarily
accredited, if it is a surgeon, for surgical skills, it
shoul d be the Coll ege of Surgeons accreditation, but the
Col | ege of Surgeons, | do not believe at this point in tine
has any interest in all in getting into the field of
facility and equi pnment certification. They are not
qualified to do that. So, that would be cone a joint
effort, I would think, between the two voluntary
accreditation prograns.

DR. MONSEES:. So, what you would see woul d be two
ways to enter the system but that it would be sonme sort of
nmer ged endeavor, is that what you woul d envi si on?

DR. WNCHESTER | would think it would have to be
because it is not just the personnel, as it has been pointed
out here, that is inportant in the performance of this
procedure. It would have to be sone kind of a joint
arrangenent .

DR. MONSEES: | would like to ask the panel if
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t hey have any specific questions.

DR. MOORE- FARRELL: | have concerns on the sane
i ssue because | amin just such a practice where
approximately five radiol ogists and five general surgeons
share one stereotactic machine, and | cannot be ACR-
certified even though | neet all the requirenents because
individually, | think | would fit, but by the facility I
can't because the surgeons use it, so | have great concerns
on that very matter.

M5. HEINLEIN: In that sanme vein, if there is an
accrediting body that -- | nean you tal ked about that there
woul d have to be a nerger sonmewhere down the line -- it
sounds as if the American Coll ege of Surgeons feels that
they are capable at this point to accredit personnel only.
s that correct?

DR. WNCHESTER  The task force hasn't net yet.
can't predict what they are going to say. That is just ny
concept of it. In a general sense, the Anerican Coll ege of
Sur geons has been involved for decades in accrediting
facilities for trauma through ATLS. That is both people and
facilities.

They have, for 75, 80 years accredited prograns
and people within it for cancer prograns through the
Comm ssi on on Cancer, so, you know, we have the history of
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being able to do sonething like this, but a stereotactic
unit is somewhat foreign to surgeons, and | don't know what
the task force is going to say about this, but I think we
are going to work with the Coll ege of Radiology on that one,
and | think that that is quite feasible given our track
record of working together on this project.

M5. HEINLEIN: Especially to ensure that there
wi || be conparabl e standards, then, between the accrediting
body, so that everyone is making sure that everyone is being
accredited to the sane | evel of standards.

DR. W NCHESTER  Nobody in the conmttee or in the
audi ence has seen the letter, because it canme out |ate, but
it is acomon letter fromthe Anmerican Coll ege of Surgeons
and the Anerican Coll ege of Radiology, which | could read if
you want nme to, but if you don't -- it is not very long. It
answers sone of the questions about a voluntary
accreditation programversus a regul atory program

DR. MONSEES: |Is there any new information in it
that we haven't heard in summary?

DR. WNCHESTER: | would say two things perhaps,
and that was the question about conparability. "Both our
organi zations are commtted to conparable quality
accreditation prograns on a voluntary basis and believe
these prograns will assist in providing optinal health care
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to patients afflicted with breast disease.”

Secondly, a final statenent that, "The American
Col | ege of Radi ol ogy and the Anerican Col | ege of Surgeons
woul d nonitor the effectiveness of the voluntary process.”

M5. HEINLEIN: Speaking on the voluntary process,
which | guess is a question | pose to all three panel
menbers, if this is a voluntary process, then what
notivation, what would encourage facilities to go through
the process if it was voluntary?

DR. WNCHESTER: Reinbursenent. It mght cone to
that. Looking at the ACS initiatives and the ACR
initiatives and quality care for screeni ng manmogr aphy, |
think the consuners, the wonen of this country are | ooking
for sone indications there is a quality programin place.
think it would be patient driven, and probably industry -- |
don't know, what do you think?

DR. DERSHAW | think it makes no sense to talk
about these kind of prograns as true voluntary prograns,
because there is no notivation for anybody to use them The
overwhel mng majority of facilities out there can, in fact,
i gnore these prograns.

So, there has to be sone kind of non-voluntary
conponent to these voluntary prograns. The nost obvi ous one
is tying accreditation to reinbursenent schedul es.
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DR. W NCHESTER: The other thing that has happened

historically with the cancer prograns of the college is a
good exanple. The Comm ssion on Cancer surveys cancer
prograns every four years now, and we have 1,600 prograns,
whi ch doesn't sound |like a big nunber, but it represents 80
percent of all newy di agnosed cancer patients in the United
States. It is a voluntary program

Why woul d hospitals want to pay a tunor registrar
and put together a whole team of people that has to respond
to a survey, and the answer is marketing. They market
thenmsel ves as a quality cancer programto their service
area. The Anerican Cancer Society is now establishing an
| nf onet program a 1-800 nunber that a cancer patient or a
famly wll call. | knowthis is off the subject, but it
j ust anot her way of answering your question.

They will be given so far two | evels of
information. One is hospitals that are approved by the
Comm ssi on on Cancer, and those who are not approved wl|
not be listed for these callers.

Secondl y, caseload. M nother has a col on cancer.
How many col on cancers were done at Hi ghl and Park Hospital
| ast year versus three or four other hospitals in the
geographic area? The third tier of information, which
think is going to cone forth is outcone, survival rates.
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So, that is just another exanple of how the public

will use this.
MR PIZZUTIELLO | would like to add sonmething to
that. In ny practice as a consultant physicist, | have been

asked by many of ny clients why do the accreditation
prograns when they are not nandat ed.

I f you | ook at the mammography accreditation
program as a history and nodel, there were very nmany
facilities who were doing good work, lots of facilities
| earned that they can do better, and they continued to |earn
that they can do better as we see that not all facilities
pass accreditation on the first try these days, even 1997.

So, there was a continuing education process and
i nproving of quality that we have seen through mammogr aphy
accreditation program W also saw, as Dr. Houn nentioned,
the sort of charge to get certified at the end of 1994.
There were a large nunber of facilities who continued to
ignore the general trend towards let's do better, let's show
our quality, let's market ourselves by being accredited.
There were a large nunber of facilities who never did
anything until the tinme it was required whether either they
get accredited, get in the process, or shut down.

So, that is always a problem It would be very
sensible in the free market econony of this country to have
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all the control be exercised through rei nbursenent, however
| don't know that this commttee has very nuch to say about
rei mbur senent .

| also wll say that some of the facilities that |
see that are marginal, say that, well, this is really a |ot
of work for us to do, but we provide this procedure as a
service to our patients, why should we have to junp through
t hese high quality hoops.

My response to those facilities is that if you are
providing a service that is not out of standard of care,
then, you are providing a convenience to the patient which
may, in fact, be a disservice. So, | think that that is
sonething we need to be aware of, that not all facilities
will take the high road.

DR. MONSEES: Ms. Hawki ns.

M5. HAWKINS: | wanted to ask M. Pizzutiello,
related to your remarks on quality assurance, do you see the
role for another entity to | ook at patient satisfaction
under quality assurance, that perhaps sone consuner group,
for instance, especially as we deal with nany ol der adults
that will come into this process, we have a national aging
network that is out there?

MR. Pl ZZUTI ELLO. | should clarify first that the
role of the nedical physicist is primarily in quality
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control, which is nore in equipnment and technical-rel ated
aspects. Quality control is a subset of quality assurance,
and a distinct part of all quality assurance programthat |
know of is are we satisfying the custoner.

So, | think that any facility in 1997 wll be
remss if they didn't pay sone attention to how they are
handling the patients. | don't know that that needs to be
done through an outside agency. | think it is probably
bei ng done right now.

DR. WNCHESTER: In today's tough conpetitive
environment, in fact, hospitals that are not neasuring
patient satisfaction, and facilities that are not neasuring
patient satisfaction in responding to deficiencies are not
doing well, and they all realize that they nust do this and
it is avery inportant. | think it is being done at the
| ocal |evel rather vigorously.

DR. MONSEES:. For mammogr aphy, which is regul at ed,
there is a conplaint nechanismthat is stipulated, |
believe, and likewse, if a voluntary accreditation program
woul d suppl ant sone sort of regulated activity, | think that
it should be considered that there be a conplaint nmechani sm
by the coll ege or whichever coll ege or conbi nati on of
col | eges m ght consider having a voluntary accreditation
pr ogr am
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DR. MOORE- FARRELL: | have a question for Dr.
Der shaw and then kind of a followp for Dr. Wnchester.

At a facility such as m ne, where the radiologists
and surgeons practice together, is there a nechani sm now
with the ACR, where the radiol ogi st could beconme accredited?

DR. DERSHAW The ACR accreditation program now
i ncludes the paraneters for accreditation that have been
jointly adopted by the ACR and the ACS. So, a facility that
has physicians involved in these procedures, that neet those
criteria, is an accreditable facility.

DR. MOORE- FARRELL: Who do you apply to?

DR. DERSHAW The ACR. A facility cannot be
accredited if practitioners at that facility actually
i nvolved in the procedure do not neet the standards. So, if
sone of the people who are there are qualified, but sone of
t he people who are doing the procedure are not qualified,
then, accreditation by any accrediting body would be of no
value to the public because it would not guarantee to them
that, in fact, qualified personnel were the only ones that
woul d of fer that procedure to them

DR. MOORE- FARRELL: So, if certain people chose
to, but the others did not wish to participate because it
was voluntary, then, there would be no way you coul d be
accredited.
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DR. DERSHAW That is correct.

DR. MONSEES. So, there is no way to be accredited
under the coll aborative nodel proposed by the joint task
force, is that correct?

DR. DERSHAW The criteria for MXBA-qualified
physi ci ans and non- MBA- qual i fi ed physicians perform ng the
procedure have been incorporated into the ACR accreditation
program So, you do not have to be an M®BSA-qualified
physician participating in stereo in order for your facility
to be accredited by the ACR  The joint recommendati on of
the two coll eges --

DR. MOORE- FARRELL: But it has to be everyone.

DR. DERSHAW We will not accredit a facility
whi ch only sonme participants in the procedure being
accreditable, neeting the criteria for accreditation,
whet her that is physicians, technol ogists, or your nedical
physi ci st .

DR. MOORE- FARRELL: And, Dr. Wnchester, the sane
woul d go for you since it is collaborative, if the surgeons
there wanted to, but the radiologists weren't interested,
there would still be no way.

DR WNCHESTER O if the radiol ogists weren't
qualified after the voluntary accreditation programis
devel oped.
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DR. MONSEES: Dr. Hendri ck.

DR. HENDRI CK: A year ago when we net on this
issue, it was ny inpression, and perhaps incorrectly, but ny
i npression that the conmttee was in favor of having
stereotactic breast biopsy included under MBA. That is not
as a voluntary accreditation program but as a nandated
certification program under MXA.

VWhat | am hearing today | think is sonewhat
different fromthat, both fromthe American Col | ege of
Surgeons and the Anmerican Col |l ege of Radi ol ogy.

| just want to nake sure what | am hearing, ny
i npression today is correct, and that you are saying both
colleges feel that this is better done as a voluntary
program not under the auspices of MXA at all then as a
required certification program |s that correct?

DR. WNCHESTER If | may quote the letter signed
by both colleges, "The American Col | ege of Radi ol ogy and the
Anerican Col |l ege of Surgeons are witing to you to reinforce
their belief that voluntary accreditation operational in
each college is the best nethod to serve the public in the
area of stereotactic breast biopsy."

DR. DERSHAW M ght | add to that, though, that
accrediting bodies nust all have the sanme hi gh standards
t hat conprom se the standards anong a nenu of accrediting

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

202

bodies is not acceptable, and that accreditation, if it is
going to nean sonething, has to have sone force behind it.
It can't just be, you know, fill out the coupon in the back
of your nonthly journal and you will be accredited.

We have established standards for accreditation.
We believe that those are the appropriate standards for
accreditation, and those should standards shoul d be required
by all bodies that are offering their services as
accrediting bodies.

DR. MONSEES: This side of the table. | amsorry
| have neglected this side. W wll start with Dr. Smth

DR. SMTH. This question is directed to both Drs.
Der shaw and W nchester representing the two colleges. W
all watched the Anerican Coll ege of Radiology's
accreditation programgain nonentum over time, but during
the period of tinme leading up to MXBA, there was | ots of
press coverage, lots of problens that were continually
identified that the accreditation programon a voluntary
basis just really wasn't enough.

I n hindsight, can you now, as proposing a
voluntary standard as opposed to a regul atory standard, see
new ways to have accreditation not only have new teeth, but
gain the kind of nmonentum at a faster pace that under
mamogr aphy it did not?
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| think there probably are potentially new
i ncentives now because the whole climte of health care has
changed under managed care, but there is an opportunity I
think to get the kind of support fromthe various consumner
groups, in particular the Cancer Society, if the
accreditation programserves its purposes.

| nmean that kind of tradeoff would have to be
denonstrated. So, | am wondering what kind of plans the two
col | eges have to nmake accreditation a reality in al
facilities and a reality that neans sonething, and what ki nd
of tinmetable would you be | ooking for.

Ri ght now you can't start saying to consunmers | ook
for an accredited facility, because it is a little soon.

DR. MONSEES: Which one of you gentlenmen would
like to start answering that one? You can answer
col | aboratively, yes.

DR. WNCHESTER | think you should comrent on the
hi storical question about the evolution of the ACR
accreditation programand how it gai ned nonmentum

DR. DERSHAW Well, let ne just tell you where the
ACR accreditation programis now as a start. | think part
of your question actually you have answered yoursel f, part
of it doesn't have an answer, and part of is kind of hanging
out there in space at the nonent.
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We have had about 300 facilities that have applied
for accreditation, slightly less than 100 facilities have so
far been accredited. | nust say that when the program was
first instituted, we were happy not to be overwhelned with
nunbers of facilities applying because, as you can al
appreciate, the initial mechanics of putting a new program
into action are often not very well oiled, so we were happy
to get the programup and going a little bit.

Sonme of the initial problenms in the program al so |
believe, | hope have been dealt with by the agreenent with
the Anerican College of Surgery. As | think probably all of
you appreci ate, these procedures are done sonetines by
radi ol ogi sts, sonetinmes by surgeons, but | think, in a very
| arge nunber of facilities, in fact, are a joint endeavor of
surgeons and radi ol ogi sts.

The difficulty in establishing criteria for non-
MXA physicians to participate in these procedures was, in
fact, overcone by efforts with the American Coll ege of
Surgery and has nade it possible to offer accreditation
through the ACR to a nuch greater nunber of facilities than
it was possible for us to offer it initially.

A list of certified facilities is made avail abl e
to the public through the Cancer Society. | think the
sophi stication on the part of the public having |earned

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

205

about certification for accreditation or regul ation through
t he experience with mamography has resulted in | hope a
greater awareness on the part of the public in terns of the
val ue of accreditation, whether it cones fromthe ACR or
whet her it comes from anot her body.

| think that is where we are with it so far. It
remains a voluntary program | think one difference perhaps
in this than in other procedures that we may tal k about is
often a patient, when she gets to the point that she needs a
breast biopsy, is in a system is in a nedical system is in
a hospital system is in areferral pattern, had a
radi ol ogi st or a surgeon or a gynecol ogi st whom she trusts
to make an appropriate referral for her.

So, | think the awareness of the val ue of
accreditation through these kind of programs may, in fact,
be dimnished in the eyes of the individual patient because
she has already placed herself, | think, often in a nedi cal
situation of trust. She has established her health care
network at that point.

But anyway, | think that is where we are today
with the program

DR. WNCHESTER | think the |evel of
consci ousness and of the efficacy of this procedure and the
publication in the nedia about this procedure is reaching a
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high | evel and that there wll be a public demand for this
to be done in a quality way.

| think that the ACR and ACOS or ACS | ogos
together on a docunent is an inportant historical precedent.
It makes a strong statenment about two very | arge
organi zations primarily involved in this procedure, the fact
that they were able to get together and put sonething
together, which | regard as a stopgap neasure, because
remenber, we are dealing with a technology that is being
applied out in the community by radiol ogi sts and surgeons
who were never trained to do this.

So, we have a problemto deal with in a few year
w ndow of opportunity here to educate, and prospectively,
t hrough our training prograns in radiology and in surgery,
we Wi Il produce radiol ogi sts and surgeons who will be
certified by their respective boards and tested in this
pr ocedure.

Laparoscopi ¢ chol ecystectony is a good exanpl e.
This hit the papers. The American Coll ege of Surgeons, such
a big machine, it couldn't even respond in tine with
educational prograns. There were courses that junped up al
over the country, and surgeons were scranbling, and | was
one of them to find a course that | could quickly get
enrolled in, so |l could learn this and do it in a couple of
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weeks after | was proctored maybe t hree weeks.

Those courses went on for about three or four
years. You can't find one now, they are gone. Wy are they
gone? They are gone because the surgeons that are being
produced in this country now are skilled when they cone out
of their training program and they are certified by the
Anerican College of Surgery to performthis procedure in a
conpet ent way.

The courses aren't there anynore. The courses on
stereotactic core needle biopsy are going to go away. They
are going to go away in a few years because we are going to
produce prospectively skilled people to do this procedure,
and of course, that will change. There will be new
technol ogy and in year 2004, we will be going through this
again with, you know, we have got a new gadget now, how are
we going to respond to all the people that are out there
doing it. Well, we can teach the residents and they w ||
learn it. W are going to go through cycles like this, on
and on.

DR. MONSEES: W are going to go to break shortly
and we wi Il have to conme back and finish this, because there
is no way, it looks |ike, we are about to conme to closure
here with this group of individuals.

| would Iike to ask a quick question. You
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mentioned the nunerator, 300 facilities have applied and 100
were accredited. How many facilities are there out there,
do we know?

DR DERSHAW  No.

DR. MONSEES:. 1Is there anybody in the audience
fromindustry who is willing to stand up here and tell us a
nunber, how many units do we have in the United States?
Does anybody have that know edge that is willing to
vol unteer that information to us?

DR. HENDRI CK: Maybe you shoul d specify what kind
of units.

DR. MONSEES: W are tal king about stereotactic
units, either prone and/or add-ons. Let's start with prone
units. |Is there any manufacturer out here that is wlling
to tell us?

[ No response. ]

DR. MONSEES: That is what | thought.

Dr. Israel?

DR. I SRAEL: | haven't seen this nunber tabul ated,
but | have asked both the Lorad and the Fischer, who nake
the prone tables, and this does not include upright tables,
but it is nmy inpression there are between 1,300 and 1,500
prone stereotactic units that have been sold and installed
in the United States.
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That is ny estimate. | don't have those figures,
but that is ny inpression.

DR. MONSEES: Thank you.

| think we will go to break now. W wll
reconvene pronptly at the appointed tinme, 3:45, and we w |
continue this discussion. Thank you.

[ Recess. |

DR. MONSEES: W are going to reconvene.

We want to continue the discussion that was
occurring just before the break. | wll ask Dr. Dershaw to

contribute to the discussion and to answer questions as they
cone up fromthe other panel nenbers.

Where we left off, | believe there was a question
on this side. Dr. Sickles, go ahead and ask a question.

DR SICKLES: M concern relates, not to the
agreenent that the two organi zations have cone to -- which
think is a big step in the right direction -- but rather to
the issue of voluntary versus nandatory.

| think back to the period of tinme when ACR
accreditation for mamography was vol untary, and becane
mandatory with i nplenmentati on of MBSA. For those of you on
t he panel who weren't involved in this, at that point, ny
understanding i s about 50 percent of the mamography
facilities in the country were accredited, another 25
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percent or so were in the process of being accredited, and
sone of that m ght have been due to the fact that they knew
that it was comng in a mandatory fashion

But then there were approximtely 25 percent of
facilities in the country that did not even attenpt
accreditation until it was mandatory by MBSA. M/ opinion --
and apparently it is shared by Dr. Dershaw and | would
presune by Dr. Wnchester -- is that a voluntary program
that attenpts to establish standards for the whole country
Wi ll succeed only if it is virtually 100 percent utilized,
because if we have a voluntary programthat is utilized by,
say, 75 percent of the people in the country, and there is
no really firminpetus to be sure that that renaining 25
percent get certified appropriately, that they are not going
to do it.

Unfortunately, the 25 percent that won't do it
until they have to, are the 25 percent that really nmust do
it because they are the ones who | ook at these many, nmany
tests and say, you know, not only is it difficult, but we
may not be able to neet those standards.

So, | think we have to be very cautious about
adopting voluntary prograns until we have sone very good
assurance that the conpliance level with the voluntary
prograns wi ||l approach 100 percent.
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If this can sonehow be tied with rei nbursenent,
that will come to pass, | have no doubt about that, but
there is, to nmy know edge -- and maybe you can educate ne --
no steps right imediately in the pipeline or even | am not
aware of anything in the not too distant future which wl|l
force the issue of tying this type of accreditation to
rei mbur senent .

I f you are aware of any of this, | think the panel
shoul d know, because | think that would overcone the
objection that | amaddressing. |If you are not aware of it,
t hen perhaps any approach that started with a voluntary
program shoul d have a tinme frame beyond which if we didn't
get close to 100 percent conpliance, we would have to kick
into a mandat ory program

Do the two of you have opinions on this?

DR. W NCHESTER: What was the question? | get the
gist of it.

| would think that if the voluntary accreditation
program for stereotactic breast biopsy, the two coll eges
becane part of the Anmerican Cancer Society |Infonet, and that
people called in the 1-800 nunber to find out what facility
in their geographic area was accredited by the two national
organi zations, that you would see a mghty rapid rush for
accreditation. | know we are going to see the sane thing in
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the cancer prograns now. W already have 80 percent of the
cancer patients. | think when Infonet kicks in, that it is
going to conme up to any facility that feels Iike they can do
it above 90 percent, we are going to be virtually
popul ati on-based then. It hasn't happened yet, but folks,

it 1s com ng.

| think public pressure, public demand for quality
care and sone kind of a national certification programwth
reput abl e coll ege nanes |i ke your college and ny coll ege --
and that is why, by the way, your college | believe sent
this letter along wwth our coll ege recomendi ng
accreditation. Both the colleges think that it can happen.
W really believe that it can happen, and there are various
ways of getting frompoint Ato point B.

But | understand what you are saying. | think you
are quite perceptive in asking about tinetables and asking
about how you are going to get sone teeth into this. That
is one just off the top of nmy head, one nechanismto do
that. W have seen that wth the cancer program and ATLS.

DR. DERSHAW | would agree with everything you
said, Dr. Sickles. | amnot aware of anything going on with
rei nbursenent that you are not aware of going on with
rei mbur senent .

That issue was solely raised as an exanple, |
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think not a very bad exanple, of how you can nmake a
vol untary program sonmewhat |ess than voluntary.

| also agree that the proof of the pudding is in
the tasting. |If you have accreditation progranms out there,
and they are not being utilized as voluntary prograns, then,
t hey are not acconplishing what the accreditation prograns
are designed to acconplish

DR. WNCHESTER  Part of this agreenent was for
the two colleges to nonitor the effectiveness of the
process. So, what would happen if we nonitored this for 12
mont hs and found that the conpliance was 28 percent? One
possi ble step would be to make it nmandatory, that if the
surgeons or radiologists wish to performthis, they have to
show us with surveys objectively that they are neeting the
criteria that have been outlined, and that coul d happen.

DR. SICKLES: | have one practical followp
guestion. It has to be addressed to Dr. Dershaw now because
it is premature to address it to you.

Let's say that publicity gets out to the radiol ogy
community in the next few nonths that this would be a really
good thing to do, for whatever the reason. Could the ACR
handl e the 1,300 units that are out there in a reasonable
anount of tine?

DR. DERSHAW Coul d you define a reasonabl e anount
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of time, Dr. Sickles?

DR, SICKLES: Well, tell nme what you think a
reasonabl e time woul d be.

DR. DERSHAW Well, | don't know. Maybe staff
could better answer that question than | could, and | woul d,
if I mght, refer that question.

DR. SICKLES: The reason | am asking you is that
it is unfair to establish a deadline if people cannot neet
the accreditation because the mechanisns just go too slowto
make it happen, and | understand in the institution of a
program and the ACR program although it has been around
for a year and a half, still is not in high gear, that is a
difficult task.

DR. DERSHAW Could I just be rem nded how long it
t ook FDA to regul ate screeni ng mamography? | have | ost
track of the tine. Fromstart to finish, howlong was it?

DR. HOUN. | can tell you that for about 4,500
facilities who had not been accredited previously, cane int
nmeet the 10-1-94 deadline, and it took 4,500 facilities to
go t hrough mammography accreditation roughly six nmonths plus
three nonths, so a total of nine nonths. Mst of them nade
it through within nine nonths.

DR. MONSEES: Dr. Hendri ck.

DR. HENDRICK: | share Dr. Sickles' concerns
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especially about the sites that would not participate in
this voluntarily. One of the concerns | have is that we may
not know the state of practice even if there is a voluntary
ACR program and vol untary ACS program

The big concern | have is that we will have very
little in the way of good surveillance of the practice of
stereotactic breast biopsy throughout the country. Even if
we nonitor the voluntary sites and their practices in both
of those prograns, we won't know how nmany sites are
accredited by either program

So, | would just like to put that as a chall enge
to the Advisory Commttee and the FDA to try to cone up with
a net hodol ogy by which we woul d know what is really
happeni ng, at least in ternms of how many sites there are
doing different types of stereotactic breast biopsy, how
many are accredited and what the state of quality is in
those that aren't.

A second concern | have is that | heard discussion
of two different accreditation prograns, one by the ACR and
one by the ACS, and | heard two conpletely different things.
One was nore on the nodel of the mamography accreditation
program which includes all the personnel, equipnent, QA
and ot her which was really nore of a physician credentialing
accreditation, if you want to put it that way.
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| shared sone concerns that were expressed
previ ously about the difference between those types of
nodel s of accreditation and the results that they would have
on the facilities working under those different
accreditations. So, that is also a concern under this
vol unt ary nodel

DR. MONSEES: Yes. Go ahead, M. Pizzutiello.

MR. Pl ZZUTI ELLO. | have a commrent about the
di fference between board certification and accreditation.
amnot certain that the problemw ||l go away when all the
surgeons cone through training, receive this training in
their residency, and are tested in their certification
process, because alnost all the radiol ogists that do
mamogr aphy are board certified, yet, it becane inportant
and clear that the quality of mammography was not being
ensured just by having radiol ogi sts be board certified.

So, there is yet another |evel beyond board
certification that says can you denonstrate a m ni mum
proficiency with this procedure, the exam nation of
mamogr aphy. So, | amnot sure that board certification by
itself will do it for surgeons as it hasn't for
radi ol ogi sts.

Also, just to clarify Ed Hendrick's point, the
nunber that | have heard about the nunber of stereotactic
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units out in the country is nore like 3,000 instead of the
1,500 that Dr. Israel suggested. Now, nobody knows t hat
nunber, but if we are trying to nonitor the ability of the
voluntary accreditation prograns to see how cl ose they are
to getting at the whole universe of stereo units, we don't
know what if the denomnator is 1,500 or 3,000. That mnakes
a very big difference.

DR. WNCHESTER | was specul ating that once we
get this prospective, then we have trainees out who have
been trained to do this at the entry level, that they would
be qualified at entry to do it, but I didn't nean to inply,
| think I mentioned CME, that there would need to be a
focused continuing programon a voluntary accreditation
basis that would nonitor in terns of CVE and nedical audit
performance and evi dence that there had been ongoi ng
education and procedure.

DR. FINDER | just want to make one point at this
juncture about conflict of interest. | want to bring that
back in. The people that were nentioned in the conflict of
interest statenent that had been involved in this issue
shoul d keep their statenents just to the facts, and not
real l'y opinions.

So, if you can either just stick to the exact
facts of the docunent or the program or how that program was
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devel oped, that would be appropriate, but we have to be very
careful about people giving opinions who have witten these
docunents.

DR. MONSEES:. There are surely sone additional
questions for this group of individuals who presented this
afternoon, and | would |like to address sonme of those
guestions that other panel nenbers have, but just to let you
know where we are going, what | would |like to do, after we
are finished wth that, is nove towards tal king about
personnel issues this afternoon.

Then, tonorrow norning resune tal king about
vol untary versus regul ati on, because that is what is on the
agenda, and | would like to nake sure that we cover
particularly the physician personnel issues this afternoon,
but al so probably sonme of the technol ogi st personnel issues.

| have a quick question for Dr. Houn. |Is there
any way to nmandate that core biopsy be a reportable event,
so that we can have an accurate nunber? |[|f we are going to
data keep and | ook at what is going on and if the voluntary
accreditation prograns are going to join together and they
are going to nonitor thenselves, you need to know how many
are goi ng on.

Is there any way to mandate it as a reportable
event and the nunber of units that they have to register or
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sonething like that, is this possible?

DR. HOUN. | really don't know at this tinme. |
know that the | aw says that in applying for FDA
certification, they have to supply nunbers of units,
personnel involved, but you are saying wthout certification
can FDA collect this informati on on an exenpt technol ogy,
and | think that is a real -- it sounds difficult for us to
do, and it would have to be | ooked at by general counsel,
but since it is exenpt now, | think that carries a | ot of
weight in terns of what we can do and what we can ask of
these entities.

DR. MONSEES: W have sone questions on this side
of the table. Yes, M. Mobley.

MR, MOBLEY: In terns of answering this specific
guestion, it would seemto ne FDA has equi pnent reports
regarding installed equi pnent or equi pnent sales that could
be used to at |east define the universe of equipnent sales
t hat had occurred.

| presune these would be reportabl e pieces of
medi cal diagnostic x-ray equi pnent -- these may not be
di agnostic. | don't know, | was just thinking there is an
equi pnment standard. There are reports regardi ng that
equi pnrent that have to be filed, and that is one way to get
a picture of the universe in terns of installed equipnent.
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| may be overstating the case, but that seens you
could go in and you query the conputer on these units and
there they are.

DR. MONSEES: 1Is that possible?

DR FINDER | don't think it is as easy as it
should be. W have been trying to | ook and get nunbers, and
so far we have not got a conprehensive nunber yet, but we
are continuing to ook and to search the databases that we
do have access to, but we don't have an exact nunber.

MR MOBLEY: \ether it is 3,001 or 3,002 --

DR. FINDER It's not even that. | amnot talking
about .

MR. MOBLEY: W have got 1,300, 1,500, 3,000.

DR. MONSEES: Dr. Denpsey.

DR DEMPSEY: | would like to ask Dr. Wnchester a
question that is not exactly equipnent related at all, but I

think it bears a great deal on what will happen in the
future.

It is obvious that this joint statenent from both
col | eges has been reached by people who are very
consci entious and | evel -headed, and | think have the
patients' best interests at heart. Over the past two years,
unfortunately, | think there has been a sense of deep
contentiousness that has existed, and there are probably
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many reasons for that out there, but this idea of a turf war
t hat enconpasses patient control and renmuneration and

di vision of work, et cetera, and | think it is inportant to
get a sense, Dr. Wnchester, as how you view your nenbership
at large as responding to this effort that has been
publ i shed.

|s that same | evel of cooperation, do you think,
out there, is it going to change the other feeling that I
t hi nk, unfortunately, has been out there for at |east a
coupl e of years?

DR. W NCHESTER Wl |, of course, feelings run
both ways, in both directions, and they are hard to assess.
The col |l ege has 54,000 fellows. W have about 30, 000
general surgeons. | don't know how many of those general
surgeons are doing this procedure, but | brought along ny
file, and | felt obligated to report to this group the
f eedback that | had had.

| have 15 letters out of 30,000 surgeons, and
sonetinmes the vocal mnority makes a | ot of an inpression.
| didn't get 30,000 letters, | didn't get 2,000 letters. |
didn't get a lot of conplinents either. | don't have a good
file and a bad file.

So, it hasn't been overwhelmng. W all |ook at
our experiences, at our settings, and in ny setting,
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everything is fine. W have a collegial relationship, a
good breast center, we work together. Soneone el se nade the
statenent earlier. | think by and large, a great majority
of facilities that are doing this, are doing it in that
manner, and not in a contentious manner.

So, | think we need to be careful about the degree
to which we react to pointed criticism

DR. MONSEES: M. Fletcher had a question.

MR. FLETCHER | wanted to do an add-on to what
M ke was aski ng, because | know that for every device, every
machi ne, x-ray machine that conmes in the State of Maryl and
has a docunent trail. |[If we don't know right now what we
have, is there a way we can find out, because there has got
to be a docunent trail to let us know where these devices
are. | amjust curious to know do we intend to |l ook into
identifying how to keep track of these devices.

DR. FINDER Yes. | nean we are attenpting to get
that information, we just don't have it now. W are going
t hrough various nmechanisns. It is not as sinple as hitting
a conputer button and getting the data to spit out, but
there are nechani sns that we can go down to try and get this
information, and we are trying to do that now.

DR. MONSEES: Ms. Heinl ein.

M5. HEINLEIN: A question for Dr. Dershaw. This
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nmor ni ng the nunber of surgeons presented and di scussed the
training prograns that are available in the country right
now for surgeons to | earn how to do stereotactic breast

bi opsy. Can you tell us about what type of progranms -- are
there prograns avail able for radiol ogi sts, and what ki nd of
prograns there are avail abl e?

DR. DERSHAW There are programs in stereotactic
breast biopsy in CME courses, and these include didactic
| ectures and hands-on experience, not with patients, but
hands-on with appl es and phantons and eggplants, and a
variety of other grocery store products.

The training is included in breast fell owship
progranms, in residency prograns. The ACRis in the process
of establishing a formalized, standardized programthat wl|
i nclude not only again CME credits in courses and hands-on
experience, but a videotape of information and procedures
that can be distributed.

So, | think there is a fairly wi de training
experience that is avail able.

DR. MONSEES: Yes, Dr. Hendri ck.

DR. HENDRICK: | wanted to go back to the docunent
t hat you have brought before us, the personnel, physician
qualifications, and in particular, | want to try to see if |
can understand the nodel in which the radiol ogi st and breast
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surgeon or other physician practice collaboratively.

Under nunber 1 on page 1, the |ast statenent in
there is, "The physician should be present at the
appropriate tinme during the procedure.” | don't know what
t hat neans. Does that nmean the radiol ogi st should be there
when the button is pushed to fire the biopsy gun, and the
surgeon shoul d be sonewhere el se, or does it nean that
either the radiol ogist or the surgeon should be there at
that point? | was just hoping for sone clarification about
what that sentence really neans.

DR WNCHESTER | think the intent was related to
the environnent that we are now working in and the chall enge
of billing for a procedure when you are not there, whether
it is a stereotactic breast biopsy or a thoracotony or you
name it, whatever, the wire |localization, and training
prograns with fellows and residents.

DR. MONSEES: This pertains to Medicare basically
rei mbursenent under Medicare stipulates that the physician
be present during the key part of the procedure to bill it,
the billing issue.

DR. WNCHESTER: It relates to that technicality
rather than the surgeon or the radiol ogi st being there, or
both of them being there, the intent was it depends on who
is doing it. They don't need both need to be there.
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DR. HENDRICK: But is the nodel that either the
radi ol ogi st or the surgeon could be perform ng the
procedure, but the point is that if they are billing for the
procedure, they had better be there when it is being
per formed?

DR. W NCHESTER:  Yes.

DR. HENDRI CK:  Anot her question | had was toward
the end of the docunent, on page 4 under B, in the situation
where a surgeon or other physician practices stereotactic
breast biopsy independently, "the surgeon or other physician
is required to -- and the first dot there under Initial
Training and Qualifications is, "have evaluated at |east 480
manmogr ans per year in the prior two years in consultation
with a physician who is qualified to interpret them™

| guess ny question is what does eval uate nean?

DR. WNCHESTER: That is in alnost all these
letters. It does require clarification |I think by the
process we are going through today, | would hope that it
woul d clarify, but the intent of this was that if a surgeon
is doing this independently, say they have rented a
bui | di ng, they have bought a piece of equipnent, and they
have hired a radiol ogi c technol ogi st, and they have
satisfied all the equi pnent standards, they are not MXA, so
they are not interpreting mamograns.
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They are referred a patient with need for a
stereotactic breast biopsy with a manmographi c abnormality,
whi ch has been interpreted by MBSA is the setting we are
tal ki ng about now. That doesn't nean that the radiol ogi st
needs to walk in wth that manmogramin that suite and put
it up wth the surgeon and say here is what | said in ny
report.

VWhat it nmeans is that the surgeon quite logically
is not going to performthis procedure wthout review ng the
manmmogr am and the report by an MJXA radi ol ogi st or physician
bef ore enbar ki ng upon this.

So, review in our sense as our task force | ooked
at it, reviewwas in that spirit, and a couple of nenbers of
that commttee here could agree or disagree.

DR. BASSETT: The surgeon wouldn't be interpreting
and making a report on the exam nation, but would be
review ng the images, review ng the findings, review ng the
report on a nunber of cases to ensure that they knew how to
identify abnormalities.

DR. SICKLES: This 480 mammograns doesn't rel ate,

t hough, does it, to the specific patient who is undergoi ng
stereotactic biopsy.

DR BASSETT: No.

DR. SICKLES: This 480 relates to sone experience
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in breast imging, not necessarily producing an
interpretation with your nane on the report, but rather sone
ki nd of consultative review with an MJXA radi ol ogi st.

DR. BASSETT: It usually occurs when they are
seeing the patient.

DR. SICKLES: And this certainly does not have to
i nclude the specific wonmen undergoi ng stereotactic biopsy.

It can undergo all wonen in that surgeon's practice who have
manmogr ans.

DR. WNCHESTER  That is a very inportant point.
You are not going to get to 480 very many places w thout
t hat .

DR. HENDRI CK: Farther down on page 4, actually,
the second bullet fromthe bottom "be responsible for the
supervi sion of the radiol ogic technol ogi st and the nedi cal
physicist."

How woul d t he surgeon or other physician know how
to supervise the nedical physicist?

DR. MONSEES: | wondered that nyself.

DR. DERSHAW | n the mammography program MXSA
program the responsibility for the entire quality assurance
of the procedure is the physician's responsibility, and the
responsibility for the entire quality assurance of the
procedure, performance and quality performance of the
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procedure remains the physician's responsibility in this
procedure whether it is a radiologist, whether it is a
surgeon, whether it is an MXA-certified physician or not.

This is nerely to indicate that the responsibility
for all the professional personnel and all the quality
assurance of the procedure is the physician's
responsi bility.

DR. HENDRI CK: | understand that, but | hesitate
to accept that, say, four hours of radiation physics as an
educati onal background would really equip a physician, even
a highly educated physician like the surgeon, to be able to
supervi se a nedi cal physicist and know what the nedi cal
physi ci st had done is really appropriate, inappropriate, how
to take action on the interpretation, say, at the nedi cal
physicist's report, things |ike that.

DR. MONSEES:. Likew se, the sane nay be the case
for supervising the radiol ogic technol ogi st.

DR. WNCHESTER | guess | have a practica
guestion because | don't know what happens in the real
wor |l d, but does the radiol ogi st supervise the physicist? Be
honest now.

DR. MONSEES: Yes, the radiologist interacts with

DR. WNCHESTER: Interacts, but supervises? |Is
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t he word supervisor the wong word?

DR. MONSEES: What you do is you nake sure that
t he physicist not only provides the appropriate service, but
that is called in when appropriate. That is not always so
easy to know. Anytime there is any question in quality
control, you consult your physicist. You nmake sure you do.
| f sonmething changes with the equi pnent, you consult your
physi ci st, and you have to be able to speak the sanme |ingo
to understand what is going on. You can't just -- at |east
in my estimation -- have sonebody tell you everything is
okay, you could just go on now wi thout really understandi ng
sone of what that neans.

Any other comments from any other radiologists
here who deal with this in their practice? Do you have
anything to add?

DR. WNCHESTER | guess the question really
hasn't been answered yet, it is an inportant question. |Is
four hours of sonething enough to qualify sonebody who has
graduated from nedi cal school and gone through the rigors of
a surgical residency to supervise a radiologic technol ogi st
and a nedi cal physicist.

| believe it is legal. Charley, | don't want to
do sonething bad here. 1Is it legal for me to ask, for
exanple, Dr. Israel or sonebody in the audi ence who does
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this procedure frequently in this nodel, where they are
i ndependent, of how they woul d answer the question?

DR. FINDER | think it is up to the chair.
don't think it is illegal.

DR. MONSEES: No, it is not illegal.

DR. FINDER But if it is, we will arrest you
| at er.

[ Laught er. ]

DR. MONSEES: They haven't give nme handcuffs, so |
will allowit. Wo would you Iike to have answer this
gquestion?

DR. WNCHESTER: Dr. Israel is sitting closest
here, Dr. Dow at al so.

DR. MONSEES: Let's try and make it brief if we
can rather than call a | arge nunber of people. Let's see if
Dr. Israel can handle this.

DR. | SRAEL: What we do is conply with state
regulations in terns of inmaging equipnent. W have a
nmedi cal physicist review our facility and our equi pnent
twce a year. W also have our service contractor with whom
we have a conmtnment to service our facility to cone
quarterly. This is the way we operate.

W neet all of the requirenents of the state in
terms of the safeguards of the equipnent.
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DR. MONSEES:. Have you yourself ever noticed
anyt hi ng where you got on the phone and call ed your
physi ci st and asked himto cone in for a consultation
because you were concerned about an issue?

DR. I SRAEL: No, | have not.

DR. MONSEES: How nmany years have you been doi ng
this, does the technologist do this for you?

DR ISRAEL: W do it collaboratively, the
technol ogi st and nyself. W have the routine surveys and we
have not encountered any problens in between those surveys.
Hopefully, if we had imging deterioration, et cetera, that
we woul d recognize it and we would call for assistance.

DR. MONSEES:. Fair enough. Any other questions
fromthe panel of Dr. Israel?

Dr. Mendel son has a question

DR. MENDELSON: | wondered if Dr. Israel would
tell us, please, what independence the radiol ogic
t echnol ogi st has in working collaboratively with you, a the
surgeon acting alone -- and this is the area of this
docunment we are working with -- if a surgeon acting alone is
responsi bl e for patient selection, but relies on the
radiologist's interpretation, howis that patient selection
made, who does the actual targeting, this patient
eligibility for core biopsy? |Is that your assessnent of the
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manmmograns? That was one questi on.

Once that decision has been nade, how do you
interact with the radiologic technol ogist, does he or she
have an i ndependent that you respect by virtue of their
trai ning and yours?

DR. ISRAEL: Not in ternms of inmage interpretation.
We see these patients generally in the office after they
have had a screeni ng mammogram an abnormality has been
identified. W inspect the inmages, and there are tinmes when
| see images that have been graded a BIRAD s 4, that | think
shoul d be a BIRAD s 3.

When that happens, | call ny radiol ogist and | ask
themif they would like to or feel it would be appropriate
to anend their report, so that there is a place for
monitoring this patient.

| take the responsibility along with the patient.
Sonetinmes if there is a BIRAD s 3 reconmmendati on, and | am
| ooki ng at the mammograns with the patient, if this
patient's nother and sister have had a breast cancer, and
this is an indetermnate | esion, even though it may be of
| ow suspicion, I will proceed to do a stereotactic biopsy,
and I will not contact the radiologist. The patient and |
wi || make that decision.

The technol ogi st plays no part, zero or mnus
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zero, in making these decisions. In ternms of the inmages
that are acquired during the course of the procedure, | nake
all of the interpretations. | decide if the inmage that has
been portrayed on the digital nonitor is indeed the inage
that we are targeting for.

| do nmy own targeting. The technol ogist is not
responsi ble for any of that. | accept full responsibility

for that.

DR. HENDRI CK: Dr. Israel, who at your site
reviews the preventive mai ntenance reports, the technol ogi st
QC records, and the nmedi cal physics reports?

DR. | SRAEL: The technol ogi st reviews those
records, and she brings to ny attention anything that she
may have a question about.

DR. HENDRI CK: So, she reviews her own QC surveys
of, let's say, the processor or phantominmage quality, and
stuff like that?

DR | SRAEL: Yes.

DR HENDRICK: | rest ny case.

DR. MONSEES: Thank you.

Stereotactic Core Biopsy - Personnel

| would |ike to nove now towards di scussing

speci fic personnel issues. This is sonething that we have

danced around a little bit. W need to tal k about what
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qualifications do we think -- I will ask people here at this
table -- need to be the qualifications of a physician who is

going to be doing this procedure, and | would like to tal k
nore. W have talked very little about the technologist's
qualifications, and I wll rely on sonme of the technol ogists
on this panel to help pinpoint sonme of the inportant issues
her e.

Let's start with the physician, but please, let's
keep in mnd that we need to nove on and tal k about
technol ogi st issues, as well. Tonorrow, | think we may have
sone time to talk nore about quality control issues and
physi ci st qualifications.

So, with that I would like to start by asking
per haps the people on the panel if they have any specific
coments about what the qualifications should be for
sonebody who is going to do this procedure independently.

Do we agree that 480 mammograns is the appropriate
nunber, that these nunbers for the ongoing requirenments are
appropriate, et cetera? W can't just | think accept what
is given to us without |looking at it at |east.

| would Iike to go around the table and see if
people think this is about where we should be. Does anybody
want to start? | would like to talk about what the ball park
is, are we in the right ballpark here? W are not accepting
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this as what we are going to recomend, but | think we
shoul d start the conversation with this, and we can go from
t here.

Do | see any hands? Yes, Dr. Sickles.

DR SICKLES: If your question relates to the 480
mamogr ans for the non- MQSA physician, as long as the review
wth MXBA radiologist is a neaningful review, it would seem
to me that is perfectly appropriate because it is the sane
nunber that radiologists have to neet to be an MXSA
physi ci an.

The difference is that the non- MQSA physi ci an
doesn't have to fulfill all of the requirenents because what
he or she is doing is in consultation, so they don't have to
go through all the other steps, but the nunmber, it seens to
me reasonabl e because it is the sane nunber that
radi ol ogi sts have to neet.

| would be very interested fromDr. Wnchester or
from anyone el se as to whether that is an onerous nunber for
t he average non- MBSA physi ci an who woul d be perform ng these
procedures, who you woul d be happy perform ng these
pr ocedur es.

Renmenber that these, as we were told this norning,
tend to be non- MSA physicians who do a | ot of these, who
are interested init, who are building a practice that
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heavily involves it. So, | would be interested in know ng
whet her 480 is unrealistic, but historically, it makes
sense.

DR. MONSEES: Well, the reason that | am bringing
this up is that it is one of the objections that Dr.

W nchester said that he had alnost uniformy in the angry

letters that he received. So, | think we need to put this
on the table and see do we think that it is reasonable or

not .

DR. SICKLES: | agree fully, but what | don't
know, and naybe we can get the answer, is whether these are
just 15 out of 36,000, or whether this is really a
substantial problem

DR. WNCHESTER One of the issues |I think is the
central issue here is whether the sane requirenents, the
interpretive skills for screeni ng mammography applied to
wor ki ng in collaboration wth the radiol ogi st or working
al one and getting an MXA report.

| think Dr. Dershaw s presentation today would
suggest that the 480 is appropriate for a surgeon even
t hough he or she is "evaluating” and working with an MXSA
radi ol ogist. Mybe that is not true, but that is the
central question, are the two really equival ent.

The other issue that | have gotten feedback from
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IS access to care issue in community hospitals. They are
not bi g, high-powered academ c centers, they don't have the
casel oad, and while we don't want this procedure done by
sonebody who doesn't see very nmuch of this, | think there
needs to be sone realistic sensitivity to access to care in
smal l er communities where one of the specific letters |
cited where the surgeons were doing the procedure and doi ng
it well by their own audit, but they didn't have 480 per
surgeon, which woul d be necessary under these requirenents,
and those patients would have to travel soneplace else in
Texas to a "bigger" center to get these things done.

So, | guess that those are the two issues | would
rai se and ask Larry and perhaps Dave to respond to since |
have worked with both of themin the genesis of this. W
certainly, as surgeons, don't believe that surgeons shoul d
be doing this as an occasional thing.

It is going to take a |lot nore than a casual
i nterest in mamography and breast disease. It is going to
take a major interest in breast disease, and | think, as has
been pointed out, that surgeons have self-selected
thenmselves in this process, and if they are not interested
in breast disease, they are not doing this.

We have seen a large volune of it, they are very
much interested in doing this.
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DR. MONSEES: Dr. Bassett.

DR. BASSETT: | just wanted to rem nd everyone
that or the interpreting physician doesn't have to read 480
ori ginal mammograns, that they can share sone that were done
by sonmeone else, so in the practice, if there isn't 480
api ece for those surgeons, they could double up reading on
sone of the sane cases, not reading, but review ng of the
sanme cases that have interpretations with them

| am not saying that | know that 480 is the magic,
correct nunber. | amjust saying that you can, it is |
think appropriate to | ook at cases that you are not
necessarily seeing as the primary consultant yourself, and
that is how radiol ogists or interpreting physicians in | ow
vol une areas overcone the 480 nunber. They either share
cases with soneone el se or | ook at cases from sonebody
el se's practice. So, there are ways around that.

| think what they want is the experience. It
doesn't have to be on original cases of their own.

DR. MONSEES:. Does anybody el se have any comrents

about this nunber, 480, and about the experience? Yes.

DR. MOORE- FARRELL: | don't have a question about
the nunber. | just have a question about how woul d you
docunent the 480, does soneone sign off, | nean do you have

a plan for that, either the Anerican Coll ege of Surgeons or
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t he ACR?

DR. MONSEES: If it were voluntary or if it were
regul at ed?

DR. HOUN. | think he has already given advice on
how to docunent it for radiol ogi sts who are doubl e readi ng.
Certainly, if there is a mammography report that says
interpreted by so-and-so, double read or reread by such and
such, you have got firm docunentation on the nedical report,
but if that doesn't happen, you can keep -- physicians are
keeping their own | ogs of patients they are reading.

They cannot submt them w thout having the
facility sign that indeed these filnms were double read. So,
FDA does not accept attestation on this. It has to be
confirmed by sonme other senior nmenber of the group, senior
menber of the facility, some other party.

DR. MONSEES: Dr. Israel, | don't nmean to pick on
you, but as a physician who obviously is commtted to breast
surgical practice, we are relying on sone of your opinions
here. Do you think that a surgeon who is going to perform
this procedure, as Dr. Sickles was asking, should see 10
mamogr ans per week in order to keep his eye up and be able
to do this appropriately? Do you think that is an
appropriate nunber, should they do at |east that?

DR ISRAEL: | think it is too high, and | have
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given this a |lot of thought over a lot of years. | also
have a | ot of feedback from surgeons around the country as
does Dr. Wnchester. | think it is too high. | think it is
appropriate for screening mamography. | think it is too
high for identifying or reproducing a | esion that has been
identified in order to do a biopsy.

Also, | really don't |ike the nunbers ganme because
we do have to have sone nunbers, | suppose, but it doesn't
in any way equate with responsibility or relate to
conpetency. There are sone people, | think, who could read
1,000 and not be conpetent.

O course, we do have to have some nunbers. |
personal ly think the nunber is too high and | can tell you
that this is as big, big contention with the surgeons.
woul d have no problens in conplying with this nyself, nobody
in ny group would have any problem but there are other
surgeons who are heavily involved in breast care work in
this country that don't do only breast work.

They may do 30, 40, or 50 percent of their
practice. | think they m ght have a probl em conplying.

| have a couple of questions relating to this that
| think really need to be clarified in ternms of what we nean
by interpretation. It has been addressed today, just a few
m nutes ago, but | wasn't sure what was said.
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Now, am | to believe, then, that these 480, if
t hat nunber persists, that a surgeon nust take 480
mammograns for two years, sit down with a radi ol ogi st person
to person, and review each one of those mammbgram is that a
yes or a no, or is there sone flexibility here where the
surgeon can review a nunber of mammograns, can keep a | og of
what he reviews, reviewit along with the mamogram report,
come to his own conclusions, keep this in a |log w thout
having a consultation with the radi ol ogi st?

| don't want to conpound the question, but one
other part of the question is, if we have a course that is
| ed by soneone |like Dr. Laslo Tobar, and in the course of
this three or four day neeting, a surgeon reviews 400
mamrogr ans, does this count, and if so, where does it fit
into the picture?

DR. MONSEES: Dr. Bassett, would you like to take
a stab at that, please?

DR BASSETT: Yes.

DR. MONSEES: Since you were involved and you know
the spirit of what was witten here.

DR. BASSETT: Well, ny understanding, the way I
would see it is that the latter explanation you gave would
be the correct one. However, there are differences in
different practices. For exanple, in our practice, we are
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actually down in the breast center when the surgeons are
seeing their patients, and they bring us every case out and
we tal k about it and discuss the abnormality, and what
shoul d be done next.

So, that would count for them | believe, as
having reviewed it. There may be other circunstances, the
one you described, where you are review ng the case, the
patient you are seeing, you review the mammogram vyou | ook
at the abnormality, that would count, as well.

Then, | also nentioned the third scenario where
you are | ooking at sone cases that were fromyour associate
in order to make up the nunbers you don't have, which we
m ght equate with double reading, although it is not the
sane thing

So, | think that the intent was to have revi ewed
the case, reviewed the interpretation, identified the
abnormality, in a process that did involve | ooking at the
i mges and | ooking at the interpretation, whether it is
given orally or on a report.

And then the issue about doing themin a course
that is CVE approved. | would have to have Fl o address
that, but | think that was acceptable, as well.

DR. MONSEES: Dr. Sickles.

DR, SICKLES: | am addressing it to the people who
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were involved in planning this, and nmaybe Dr. Israel would
have a comment, as well.

| get the sense fromwhat | am hearing now t hat
t he purpose of this 480 or whatever nunber, and this woul d
certainly be ny belief, would be to try to include rather
t han excl ude as many physicians as possible with the
ultimate aimof being sure that they have enough skill in
| ooki ng at mammograns to know that they are | ooking at
i nportant |esions rather than uninportant | esions.

Is that the intent?

DR BASSETT: Yes.

DR. MONSEES: While you are still there, before
you sit down, please, do you think that the nunber of
bi opsies that is listed in this docunent, the initial nunber
and then 12 per year is an appropriate ballpark for sonebody
that is going to be proficient and that is going to be
involved in this, and for patient safety issues, all of the
i nportant things, what we are really trying to get at here?
| s that nunber, that m ni mum nunber okay?

DR, ISRAEL: No. In ny opinion, no, it's too |ow
MONSEES: It's too | ow.
| SRAEL: Too | ow.

MONSEES: What woul d you suggest then?

T 3 3 3

| SRAEL: One biopsy per nonth will not pronote
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proficiency.

DR. MONSEES: So what do you think the |earning
curve takes to becone proficient and then to what |evel
woul d you say that sonebody needs to continue to perform
t hese procedures in order to operate at a satisfactory
level ? W are not tal king about the best |evel here, we are
tal ki ng about an adequate | evel.

DR ISRAEL: | think that 15 to 20 would be a nore
appropriate level. A doctor that is doing one procedure a
month, be it a radiologist or a surgeon, what that tells ne
is they don't have a very busy practice, they don't have the
vol une to acconplish or beat the learning curve. | think
that is too | ow

| mentioned that |ast year, and | didn't get nuch
support fromthe radiol ogist community. | think the
radi ol ogi st community wanted to keep it at that level. But
| do believe that radiol ogi sts and surgeons who have a
sufficient volunme -- and | think a surgeon who has a 30
percent breast practice is going to see enough cases where
he will do at least 15 to 20 per year.

DR. MONSEES: Thank you. Don't sit down. And Dr.
Dow at may want to answer this.

MR. MOBLEY: | have a simlar question | think. I
am not a physician, so | need to help nyself understand
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this. Sonme of the questions that you just asked hel ped ne,
but I want to see if | have a handle on how this process

wor ks, because | really |liked the process discussion that we
had earlier.

A screening mammogram i s made and then if there
are suspicious findings, that patient would be recomended
to the surgeon or radiologist for further review as to
whet her a stereo procedure should be perforned.

So, at that point, the physician review ng that
filmis not looking at the filmto determne is there
sonet hi ng suspi ci ous here, there has al ready been sonething
suspicious identified and pointed out as to where it is, et
cet era.

So, the question in ny mnd is | don't understand
why the 480 nunber is the magi ¢ nunber here or what the rea
i nportance there is. The real inportance is can | identify
this, having it pointed out to nme, and can | take action
pursuant thereto based on ny interpretation of the
information | have.

So, it wouldn't seem|like that that physician at
that point needs to neet the sanme basic criteria as the
screeni ng physician. So, | amwondering, and you answered
this to sone extent, it seens |ike then that the issue of
the stereo procedure is maybe nore inportant than the issue
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of the 480 mammograns, which | think is sone of what you
said, but is ny understanding there correct?

DR I SRAEL: Yes, it is correct, and | think you
have put it very properly, and this has been a probl emthat
| have had to address all along, and that is trying to
equate the skill that is needed to be an MXSA screening
physi ci an. Surgeons have no aspirations to do screening
manmogr aphy.

W only want to take a | esion that has been
identified. W want to reproduce that |esion and we want to
do what we have al ways done with patients, biopsy that
| esi on.

This does require sone skills and it does require
sone imaging skills. To be fair about it, there are
deficiencies in the radiology comunity, and there are
deficiencies in the surgical community. At these hearings,
we really only seemto address the deficiencies in the
surgi cal comunity, and surgeons will readily admt they
need to enhance their imge interpretation skills, and they
are working to do that and they will make that
acconpl i shnent .

On the other hand, there are deficiencies in the
radi ol ogy community which need to be bol stered and worked on
that are very inportant, that have been highlighted by the
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public discussions this nmorning. | think they are equally
inportant, and | would like the commttee to address both of
t hose deficiencies both in the radiology community and in

t he surgeon comunity.

But getting back to the nunber 480, | do not think
it is necessary for a surgeon who is reproducing a | esion
for a biopsy to do 480 nmammbgram i nt er pretati ons.

Certainly, a nunber needs to be put in there. | would say
hal f that woul d be adequate.

Surgeons are going to accept responsibility for
what they do when they biopsy these | esions. They are very
responsi ble, they are not going to biopsy |esions that they
cannot interpret, and | have a rule in ny center, when we
reproduce a lesion and it cones up on the digital nonitor,
and | look at that, | don't biopsy that lesion if | have to
say to nyself | think that is the |lesion. The patient
doesn't get a biopsy.

| have to say that is the |lesion. Then, that
patient will get a biopsy. W are not going to take
chances, we are not going to put patients at jeopardy. |
don't think that the imaging skills need to be at the |evel
of an MXSA interpreting physician to do stereotactic biopsy.
They need to be good and they need to be worked on and
enhanced, but they don't need to be at that |evel.
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DR. MONSEES: Thank you, sir.

Dr. Dow at, would you like to give us your
i npressi on about the nunbers that we are tal king about, the
ongoi ng experience, the nunber of biopsies that need to be
performed, are we too high or too | ow here, and the nunber
of manmograns, what do you think, what is your opinion?

DR. DOALAT: | think the 480, | don't know the
history of it, but I take it, it was devel oped because of
t he MQXSA physicians or radiol ogists were required to be
exposed to that many cases a year in order to be proficient
and to be certified, aml correct in that?

DR. MONSEES: That is correct.

DR. DOWLAT: Those 480, 10 percent of them 5
percent had abnormalities. The rest of them were normal
mammograns. Now, here, we are transferring that nunber to
surgeons who are facing an abnormal manmogram and asking
themto | ook at 480 abnormal mammograns. | don't think that
isright. 1 think that nunber is too high.

Adm ttedly, during the year, the surgeon wll cone
across sonme normal mammograns, but the majority of the tine
that the patient cones to himor her, is with a set of filns
and the report saying there is sonething to be biopsied,
surgical consultation is required. So, | think maybe they
are tal king about appl es and oranges here.
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The second thing is about the nunber you ask for
initial training and subsequent proficiency of a physician
who is doing the stereotaxic needle biopsy. | agree with
Dr. Israel that one a nonth is not enough. | personally do
about five a week, an average of five a week, and if | go
away for a week or two, and | cone back, | find nyself a
l[ittle bit rusty.

As | said earlier today, the technol ogy, the table
is not as sinple as it used to be. There is a |lot of
conplexities attached to it. Already | am seeing during the
courses that sonme people have becone a specialist in the
ABBI systemonly. They have difficulty in doing the needle
bi opsy, ordinary core biopsy. Wy? Because there is so
much, they have to focus their attention on that, on doing
ABBI system or doi ng ABBI biopsy.

DR. MONSEES: It is kind of like a reconstructive
surgeon using only one nethod for all people, isn't it?

DR. DONLAT: Well, | amjust saying that this has
becone a sub-subspecialization. So, | would like to see the
person who is com ng and who wants to do i nage-gui ded breast
bi opsi es especially with the stereotaxic should do nore than
one a nont h.

| think one a nonth is inadequate. | think they
will start cutting corners and they run into trouble.
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DR. MONSEES: Thank you.

M5. HEINLEIN: So far, both Dr. Israel and Dr.

Dowl at have said that one is not enough, one a nonth is not
enough, but there is no -- any idea, | nean would you say
one a week? He said 15 to 20, but 15 is just three nore
than 12. So, | don't get how that does anyt hing.

DR. DOANLAT: Rita, | think one a week is mninmal.
| think a person should do sonething |like 50 a year in order
to remain proficient.

DR. MONSEES: Dr. Bassett.

DR. BASSETT: | would be careful about this, and
here is the reason. You have got practices where you have,
for exanple, in our practice we have three radiol ogi sts who
are doing the procedures, and many of the procedures are
better done with ultrasound gui dance.

What we were concerned about in | ooking at these
nunmbers was would we be conpelling facilities to do biopsies
that weren't necessary, in other words, if you had a certain
nunmber you had to do, would you change sone of those
probably benigns to suspici ous because you wanted to get
your nunbers, if you didn't, you m ght |ose your
accreditation and | ose the ability to practice?

Wul d you take cases that really should undergo --
in our practice, we have seen a trend over the | ast couple
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of years to go fromstereotactic to ultrasound gui ded nuch
nmore frequently that we did before, where nowit is al nost
just calcifications that undergo stereotactic.

So, could we just switch sonme of those ultrasound
over to stereotactic in order to get our nunbers up? And |
don't want to see it becone a nunbers gane.

So, in a practice like ours, where there is three
of us who are doing it, teaching it, and so on, it would
becone a task to try to continue to keep our m nd on these
nunbers. In fact, not too |ong ago, ny chief technol ogi st
said to ne, well, maybe you had better do this under
stereotactic to nmake sure you have enough stereotactic
nunbers for your accreditation, because | had been out of
town for a while.

| just don't want to see it go to that. | think
that we can keep good quality w thout having that.

Peter, could you comment on that, because you are
a practice where you do a |lot of ultrasound guided, and
don't you think that there is nore of a trend to go that
way, and that we m ght conpel people to do stereotactic
cases that should have been done under ultrasound?

| am sorry, Barbara.

DR. MONSEES: That is okay. | am anxious to hear
t he answer.
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DR. DEMPSEY: No, absolutely, | couldn't agree
nmore. In our particular practice -- and we have no ax to
grind -- we have a prone table and we do ultrasound gui ded,

but | can tell you the statistics right now, 87 percent of

our core biopsies are done with ultrasound gui dance, 87

per cent .

MS. HEINLEIN. Can | do a followp to that?

DR. MONSEES:. Yes, pl ease.

M5. HEINLEIN: Then, | think that that is that
extrenme, but you also don't want to say, well, let's make

the nunber so |ow that then we won't have a nunbers gane,
but we also won't have proficiency in the performance of the
exam

DR. BASSETT: Well, if people have to do one a
month, that will keep theminvolved, and then their partners
are also doing it assumngly. | nean it becones a problem
when you have nore than one person in your practice who is
doi ng these, because then you start fighting over the cases.

M5. HEINLEIN: But maybe you don't need to have
all five radiologists doing stereotactic --

DR. BASSETT: | said three, first of all.

M5. HEINLEIN. Well, all right. Mybe all three
don't need to do it.

DR. BASSETT: And when you say you have to do 50,
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well, if you are doing 87 percent under ultrasound, start
t hi nki ng about your nunbers.
M5. HEINLEIN: | understand that, but what | am

saying is that this is the dilemma in trying to find a
bal ance between not making it a nunbers gane either way.

DR. BASSETT: | understand, but you can't run a
practice where we can only do the stereotactic biopsy on
this patient on Thursday because that is that Maria is
there, and I amnot allowed to do them anynore. So, there
is as lot of practicalities in running a practice, that
don't nean that you are going to lower the quality of the
performance of the exam nation to keep peopl e invol ved.

| am just concerned if we nake the nunber high,
that we nay be really maki ng people do procedures or at
| east | eading theminto the pathway of doing procedures
either that are not necessary or that could have been better
done with another nodality.

M5. HEINLEIN:. And | agree with you in that. So,
what woul d you suggest woul d be an appropriate nunber, so
that that woul d not happen?

DR. BASSETT: This nunber of 12 a year was cone up
as a conprom se on that.

M5. HEINLEIN: And you feel that that one a nonth
woul d hel p to nmai ntain someone's proficiency then?
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DR. BASSETT: | think it is unlikely that nost
peopl e are going to be in that position. | know we are
going to do nore than that per person, but | think at |east
that will guarantee, and then if you are also really
concerned about the underserved areas or the areas that have
few procedures, which | have heard nmany tinmes today, those
are the ones who are really going to be affected by this.
They may end up having to put all their patients on
stereotactic biopsy in order to neet a higher nunber.

DR. MOORE- FARRELL: | also think that one a nonth
is a reasonable nunber. | amfromnot an urban area, and as
| said before, in ny practice general surgeons use the table
as well, and out of all the core biopsies, | will say 70
percent are done under ultrasound and 30 percent are done
under stereotactic guidance, and the surgeons are very good
about sending the appropriate cases for ultrasound-gui ded
bi opsi es, because it is efficient and it's cost effective,
but | believe that if there was a question of keeping those
nunbers up, they would not. They woul d keep those patients
to keep their nunbers up.

DR. HENDRI CK: | would just like to suggest that
maybe a better nmeasure of quality is how many i mage- gui ded
bi opsies are perfornmed overall, not trying to break it down
into x-ray or ultrasound gui ded, and perhaps another, better
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surrogate of quality would be whether the physician adjusts
the biopsy device to suit the patient or the particular type
of lesion rather than using the one technol ogy that they may
have just obtai ned.

DR. MONSEES: Along those lines, Dr. Wnchester,
if a voluntary accreditation programwere going to be
desi gned that would be a cooperative effort between ACS and
ACR, do you think that the American Coll ege of Surgeons
would be willing to expand this into all inmage-guided
bi opsy, and not just stereotactic biopsy?

DR. W NCHESTER: That is not covered under MXSA.

DR. MONSEES: | realize that, but if we are
tal king about a voluntary program then we are tal king about
may be doing it a different way, naybe a better way.

DR. WNCHESTER  Both colleges are in the process
of working on the ultrasound conponent of this, not just in
breast. ACR | think is just breast so far, right? But the
col | ege surgeons are | ooking at a broader ultrasound
accreditation program The answer is | think yes.

DR MONSEES: | will nove to you and then we have
a couple of questions fromthese gentlenen that we have
pressed upon, so | amgoing to |let them ask questions. Go
ahead.

DR. DEMPSEY: | think there is one other factor
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that has to be looked at in a departnment’'s total biopsy
experience, and that is that in the departnents that do have
excel l ent cytol ogy backup, that nmuch of your biopsy work is
actual ly done FNA under ultrasound gui dance, not core, which
is an i mage-gui ded biopsy, which is extrenely efficient for
patient care, because you get the diagnosis in 15 m nutes.

| think that also has to be put into the
conti nuum You know, we are |ucky enough in our departnent,
we have a prone table, we have ultrasound gui dance, we do
FNA, we do core. W do it all. | think that Dr. Bassett's
point that if you are going to have to say, well, let's see,
| have got three of Category 1, and | have got one of
Category 2, so tonorrow | had better do themall this way or
all that way, and you are not thinking about what is best
for the patient, but you are thinking about getting your
nunbers. That is extrenely dangerous and counter productive
to what we are trying to do here.

VWhat we are trying to do here is what is best for
the patient and who is the nost qualified to do it.

DR. MONSEES: Dr. Dow at.

DR. DOWLAT: | whol eheartedly support Dr. Denpsey,
but | have one question for you. You said 83 percent of
your biopsies are ultrasound gui ded?

DR DEMPSEY: 87.
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DR. DOANLAT: You nean you do sone
m crocal cifications with ultrasound, too?

DR. DEMPSEY: From 1991 until 1996, we very
definitely skewed our popul ation, so that we stayed away
frommcrocalcifications. W did that for a very good
reason. We were on certain protocols and we were trying to
prove a certain point.

W increased the positive predicted val ue of
nodul es going to surgery from 30 percent positive to, in
1996, 78 percent positive. So, what we were trying to do
was to make the surgeons' work nore efficient, that the only
thing the surgeon operated on primarily was cancer. So, we
have proven that point w th nodul es, and now we are goi ng
into mcrocalcifications nore.

So, | suspect, as you allude to, that that nunber
inthe md to high 80s will conme dowmn as we are doing nore
m crocal cifications. That is true, but by the sane token,
if you have a nunber of inage-guided procedures, you want to
be gui ded by what is best for the patient, not how many
nunbers you have in that particular slot.

DR. MONSEES: That is a very inportant point.

Dr. Israel.

DR. I SRAEL: Not to belabor this issue -- which is
what | amgoing to do -- | would like to respond, and to Dr.
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Bassett, | would like to say that we do a | ot of ultrasound-
gui ded biopsies. W do all -- | would say 95 percent of our

nodul ar densities we do with ultrasound, but all of our

m crocal cifications -- and 50 percent of your |esions are
going to be mcrocalcifications -- and when Dr. Denpsey
starts doing all the mcrocalcifications, he is going to do

a lot nore core biopsies.

The issue of 12 being enough, | said it wasn't
enough. | believe that. It is not enough to maintain
proficiency. |If a surgeon asks ne, he says | amgoing to do

one stereotactic breast biopsy a nonth, ny advice to him
don't do it at all. | would say the sane thing to a
radi ol ogist, if you can only do one a nonth, don't do them

In Dr. Bassett's case, naybe only one of those
radi ol ogi sts needs to be doing this procedure. One a nonth
is not enough. And I don't think that we should conprom se
that nunber to satisfy other situations. |If 12 is not
enough, it is not enough.

DR. MONSEES: Thank you.

| would Iike to nove on technol ogi st issues, but |
don't want to cut anybody off if they have any ot her
comment s about these nunbers and about physician
qualifications. Are there any other pressing issues here?
Do peopl e on the panel have any questions or comments before
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we nove on to technol ogi st issues?

We have probably anot her hal f-hour, naybe anot her
hour if we go until 6:00. | would like to try and see if we
can reach closure at 5:30.

M5. HEINLEIN: Just one issue that was actually
brought up by Ed Hendrick to see if there was any consensus
or other feelings about the four hours of the CVE and
medi cal radiation physics for surgeons practicing
i ndependently and whether or not that was felt to be
sufficient for supervision of the technol ogi st and nedi cal
physi ci st .

DR. MONSEES: Let's put that on the table. Wuld
you |ike to comment on that?

MS. HEI NLEI N:  No.

DR. MONSEES: Anybody on this panel like to
comment on that? Dr. Wnchester, do you have sonething to
say? You were headed towards the m crophone.

DR. WNCHESTER: | have had a fair anmount of
f eedback fromthe surgical comunity about that, and they
t hi nk that nunmber is excessive. | don't know anythi ng about
this subject. | think others, comng fromthe other
perspective, they think it ought be 12 hours or 10 hours,
and | don't know the answer to that.

After watching the presentation from Bob today, |
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think I would need a coupl e days.

DR. MONSEES: He only showed one fornula, don't
forget.

Dr. Bassett, you helped to fornulate this report.
Can you tell us where you got that nunber and maybe -- |
know you didn't just pull it out of the air, but do you want
to give us sonme nore information about this?

DR. BASSETT: | think there was an attenpt to
conpare it to what was being required for other things like
what the interpreting physician was required to do, and the
alternative pathway that was an alternative for doing
interpretation. Part of it canme out of the air, | guess,
but I think there was sone attenpt to try to nmake it a
reasonabl e anmount.

David, do you want to conment on that?

DR. DERSHAW Yes. Let ne nake a specific conment
and a general comment. | have kind of mxed themall up
There was | think an appreciation that the skills that are
involved in doing this procedure are the sane whatever the
post graduat e nmedi cal education is that a physician has had,
whet her he or she is a radiologist or a surgeon or whatever,
the same skills are involved in perform ng these procedures
with a high I evel of conpetence.

It is not expected, and it is an inappropriate
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expectation, that radiologists will becone surgeons in order
to performthis and that surgeons w |l becone radiol ogists
in order to performthis, that there are surgeons and
radi ol ogi sts who are extrenely expert in performng these
procedures, and there are surgeons and radi ol ogi sts who are
perform ng these procedures who are not very good at it,
and, in fact, probably shouldn't be perform ng these

pr ocedur es.

The nunbers that constitute this docunent are
obvi ously conprom se nunbers. Do they guarantee an
extraordinary | evel of expertise in any physician who is
perform ng these procedures? No, they certainly do not.

May they, in fact, end up excluding sone
physi ci ans who m ght do this procedure very well? Perhaps
they mght, but they are an attenpt to look at the skills
that are required in order to performthe procedures well,
and try and see what kind of training and what kind of
experience is necessary for physicians in various specialty
groups to performthose procedures well.

| think that the docunent is a reasonabl e docunent
and | think that the level of skill that a physician has, if
he or she has net the criteria spelled out in this docunent,
is reasonably high in terns of perform ng these procedures.

We may argue about this nunber or that nunber, and
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this coomttee can go through the sanme kind of argunents
that our commttee went through in terns of this. These
were not an attenpt to nake peopl e happy.

These were not an attenpt to go back to our
menbers -- and we were very successful in that -- these were
not an attenpt either to go back to the nenbership of the
i ndi vidual colleges and say | ook what we have done for you.
These were an attenpt to | ook at physicians and ot her
personnel involved in these procedures and say what kind of
training and experience do you have to have initially and in
an ongoi ng fashion in order to be conpetent in this.

Four hours of CME in physics does not give a
surgeon the sane | evel of conpetence that a radiol ogi st has
in | ooking at these nunbers, but it hopefully gives a non-
radi ol ogi st sonme | evel of sophistication, sonme |evel of
insight in order to be able to have a discussion with the
medi cal physicist and the technol ogi st involved in the
procedures, so there is a |l evel of understandi ng about what
the equi pment is and what the problens that arise in the
equi pnent nmay be.

| agree with you that three weeks of physics
woul d, in fact, be better, but it is unrealistic that non-
radi ol ogi sts are going to have that kind of experience.

DR. HENDRICK: On the other hand, if you are
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serious about having these as the responsi bl e physician,
anyone, | don't care who it is, as the responsible physician
overseeing all of quality control, overseeing the work of
the technol ogi st, the work of the nedical physicist, you
can't substitute the background of a radiol ogi st who has
gone through four years of residency getting physics,
training i n manmography, getting physics specifically
directed at manmogr aphy.

| mean | can't tell you how many hundreds of
| ectures | have given on quality control in mammography to
radi ol ogi sts, you know, how to review a physicist's report,
how to work with the technol ogi st and the nedi cal physicist.

| would Iike to think that that has had sone val ue
i n mammogr aphy, and | don't think it is really replaced by
four hours, especially for soneone who hasn't been invol ved
in the radi ol ogy environment the way radiol ogi sts have.
That's all.

DR. MONSEES: Which brings ne to ask a question
about the technol ogist, which is sonmething | would like to
get to this afternoon.

Do you think that as a substitute perhaps that if
a technol ogi st had added qualifications, and were going to
take on nore responsibility in a type of practice where the
surgeons were running the show, that that would suffice,
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that if there were sone additional education for a
technol ogi st that was running this practice in conjunction
with the surgeon, that that would be an alternative? Wuld
you care to answer that?

DR. HENDRICK: Yes. The technol ogist is not
runni ng the practice.

DR. MONSEES: No, in conjunction. If that

t echnol ogi st had sone additional -- | amnot saying that
this is what | suggest, | amasking you is this a
possibility.

DR. HENDRICK: No, | think it is a nodel that
doesn't work, because | think the nedical responsibility
lies with the physician, the supervision responsibility lies
with the physician, and to try to supplant that in the case
where the physician isn't really know edgeabl e about all the
things the tech does, or the physicist does, is just
conplicating the issue, because they never have the control
or the power to exercise that responsibility even if you
assign it to them

DR. MONSEES: The reason | asked that is that at
| east in our community and what | have noticed is that there
are some surgeons not of the caliber of these surgeons in
t he audi ence today who do a | arge nunber of these
procedures, but that do the occasional case, and | think
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they rely heavily on a technologist that is very facile with
the equi pment, to set it up, position the patient, target
the I esion, and do everything but shoot.

| think that we all know that this exists, and
what | would like to knowis do we think that that is
satisfactory or not.

MR. MOBLEY: Maybe it is because this is nmy first
meeting, but as | read this in preparing for the neeting, |
did not see that there was any -- and it is not intended to
address that -- but | did not see that there were any basic
requirenents there in terns of the technol ogist or the
medi cal physicist. They are just listed radiologic
t echnol ogi st .

In looking at it, I would think, well, maybe that
is a technologist that is certified in mamography, naybe
that is a nmedical physicist that neets certain criteria, but
that is not listed here or elucidated here or anywhere el se
that | amaware of. Now, naybe it is el sewhere.

DR. MONSEES: You are correct.

MR. MOBLEY: The question is do you just roll over
the requirenents for technol ogi st fromthe basi c mammography
standard, or is there sonmething else that I am m ssing here?

M5. HEINLEIN: It is inthe ACR It is in this
fol der here, this one.
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DR. MONSEES: You are tal king about the MXSA

qualifications?

MS. HEINLEIN. It's in the ACR stereo.

DR. MONSEES: Ch, yes, for the voluntary
accreditation program

MS. HEINLEIN: Right.

MR. MOBLEY: Can | then assume that this is the
basic that we are working fromin reference to this?

DR. MONSEES: Well, the ACR accreditation program
did not include the coll aborative or the surgeon worKking
al one, and therefore this other docunent was drawn up for
t he physician conponent, but | think what they are saying is
that the technol ogi st and the physicist qualifications would
remai n the sane regardl ess of what type of practice. |Is
that correct?

DR. DERSHAW That is correct. First of all, let
me say that what was distributed was the old application
form so you will get a new one tonorrow norning, and those
of you who are going to apply for certification for your
practices, don't use this form but it is correct that this
docunent, which is the Coll ege of Surgeons and Col | ege of
Radi ol ogy joi nt docunent, pertains only to physician
qualifications, the physician requirenents, the requirenents
for technol ogi sts, for medical physicists, for quality
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control, and for practice outcone data are all included in
the application docunent.

DR. MONSEES: Dr. Wnchester.

DR. WNCHESTER: Ed Hendrick, | had a question
You have had a | ot of experience in teaching surgeons
t hrough the col |l ege courses, and | think other courses, you
have interfaced with them on many occasi ons. How many hours
do you think you need with surgeons to teach them what they

need to know to do this?

DR. HENDRICK: | have only taught the surgeons
course once. Bob Pizzutiello, I think has taught it a
nunber of other tinmes. But in that course, | had | believe

it was either an hour or an hour and a half, and it was
painfully deficient at that |evel.

| discussed with Dr. Dow at nuch | onger peri ods,
but this was trying to be fit into a weekend course, and the
physics got trimed down to | think it was an hour. |Is that
right, Bob?

MR. Pl ZZUTI ELLO.  About an hour.

DR. HENDRICK: But | think that seeing what the
questions were back and the issues, | think nuch nore than
an hour is needed, probably rmuch nore than five hours is
needed to really get at -- if you wanted to get a surgeon to
t he point of being the responsible physician in a breast
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bi opsy practice, that is, responsible for the technol ogi st
and the nedical physicist and the quality of the imges that
are com ng out of that equipnent.

So, | don't have a nunber for you, but | do think
four hours is deficient, and I just wanted to add one ot her
thing, that | thought we were tal king about these basic
requi renents for technol ogi sts and physicists fromthis
docunent that is entitled, "Basic Requirenents for ACR
Stereotactic Breast Biopsy Accreditation.” |Is that correct?

MR Pl ZZUTI ELLO  Yes.

DR. HENDRI CK: And that is not going to change,
right?

MR Pl ZZUTI ELLO.  Correct.

DR HENDRICK: It is the application that is
changed.

DR. MONSEES: Dr. Dowat, | amsorry. By this
time | am seeing hands all over the place. Yes.

DR. DERSHAW Dr. Hendrick, you have nentioned
that you have given lots of lectures to radiologists. How
did they perforn? Wat was your evaluation of their
under standing of what is needed in order to do a stereotaxic
needl e bi opsy?

DR. HENDRICK: Well, unfortunately, they don't
have to performat all. They just have to stay there in the

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

269

room But we have tried in the context of a nunber of
educational efforts through the ACRto actually test what
they get out of the QC conponents of the coursework |ike ACR
vi ewbox synposium things like that, and the QC, | nean Ed

Si ckl es and ot her people here can address this nore, Larry
Bassett, but we have tried to enbed the QC types of
questions into view ng of imges at the viewbox and
assessnment of image quality and what do you do about -- what
is the problem do you find a problem and then what do you
about it if there is a problem

So, it has been addressed. Not all radiologists
test well on QC.

DR. MONSEES: | will point out also that
radi ol ogi sts do take witten boards on radiation biology and
basi ¢ radiation physics, so we do have sone certain
qualifications now O course, many of us were boarded
before stereotactic biopsy canme in, so the specifics
pertaining to that would be new, but it is taught in
trai ni ng prograns.

Now, | don't know whether or not the witten board
gquestions -- does anybody know whether the witten board
guestions will pertain to this part of physics, do you know,
written board questions?

DR. HENDRI CK:  Sone do.
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DR. MONSEES: Dr. Sickles?

DR. SICKLES: | can answer your question about
radi ol ogi sts' performance. The Anmerican Col | ege of
Radi ol ogy has devel oped a sel f-assessnment exam nation for
radi ol ogi sts, tests, inmage interpretation, and enbedded in
this, as you have heard, are questions that relate to inmage
quality and image quality physics. They are purposely put
in there.

Radi ol ogi sts who take this test -- and there have
been hundreds and hundreds of radiol ogi sts who have taken
the test in various installations -- perforned just as well,
no better, no worse, on image quality and imge quality
physics as they do in areas |ike detection of |esions and
analysis of lesions. So, there is no reason to believe that
education of radiologists in physics is any better or any
worse than it is in regular education.

DR. DONLAT: Dr. Sickles, | amtrying to be
constructive here, and | really want to learn, | want to
take a nmessage away as how to incorporate that test or that
instruction into the courses that we are giving in the
future, so if there is a lesson that | can learn or | can
convey, please let ne know.

DR. SICKLES: | could make a suggestion to you
that that particular test is geared nore to i mage
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interpretation, which is really not what the non- MBGA

physi cian has to do. They have already been told there is a
finding there that needs a biopsy. They need to know how to
target it and how to evaluate that it is an appropriate

| esion to be targeted.

But what | woul d suggest that you do in planning
your courses, if you are the one who is in charge of the
course, is to direct the physicists who are teaching to
concentrate their | ectures on what the non- MBA physici an
needs to know about working with a physicist as opposed to
all of medical physics that has to do w th manmogr aphy.

| think you should direct themto the areas where
they have to perform as opposed to all areas where maybe i
it is not so inportant they perform

DR. DONAT: Nevertheless, the area at the tine
when the surgeon and radi ol ogi st are doi ng the
interventional procedure using this stereotaxic, which these
days is nostly digital, and the quality of the inmage is
good, is not adequate, at that tinme they should know what
the problemis. | think this is what Hendrick was all uding
to earlier on.

DR SICKLES: Exactly, and with digital systens,
as well as with filmsystens, the quality is not guaranteed
to be good, as you may know.
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DR. DOW.AT: Correct.

DR SICKLES: At least at a mninmum whatever the
background of the physician performng a stereotactic
bi opsy, the image quality is not adequate to proceed, they
have to know, nunber one, it is not adequate to proceed, and
nunber two, what to do about it.

|f what to do about it is sinply not to do the
procedure and call the physicist, that's fine, but they have
to know that rmuch, and |I think the education has to be
directed to that.

DR. DOANLAT: | think that is the probably nost
i nportant |esson that a surgeon can |earn from nedi ca
physi ci st while doing this procedure, because if the machine
breaks down and the lights go out, | nean anyone can say
t hat .

DR. MONSEES: W need to cover a few nore things
today. Is it going to be quick?

DR, ISRAEL: It has to do with the issue that we
were just discussing. There is no way that Dr. Hendrick can
teach me in probably any anount of tinme to supervise a
medi cal physicist. There is no way.

So, what | woul d suggest is that ny situation,
having a stereotactic unit in a facility where there are no
radi ol ogists, if we are tal king about the equipnment, let's
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say that | and all surgeons who use equi pnent will have a
radi ol ogist to work with the radiation physicist in making
sure the equipnent is safe and operative. | certainly wll
be willing to do that, and I think all other surgeons woul d,
| think -- and | shouldn't speak so fully -- but | think

t hat those surgeons who have equi pnent and there are no
radi ol ogi sts around, that we get a radiol ogist to supervise
t he physi ci st.

DR. MONSEES: Shall we tell Dr. Wnchester to
forward those letters and E-mails to you?

DR I SRAEL: | amnot sure, but now, on the other
hand -- you haven't heard the other hand yet -- on the other
hand, those surgeons who are working on a stereotactic unit
that is in a radiol ogy departnment or where there is
radi ol ogy support, that those surgeons not be required to
take four hours of radiation physics.

DR. MONSEES: They are not in the collaborative
practice. This is only in the setting where they were
solely --

DR. I SRAEL: | think we are tal king about such a
smal | nunber, so even those surgeons that do the procedure
i ndependently, | think a |lot of them are doing them on
stereotactic units that are |located in radiol ogy departnents
or where a radiologist is present. | think it is a very
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smal | nunber who represent doctors |ike nmyself and Dr.
Dow at .

DR. MONSEES: Thank you.

| think M. Pizzutiello wanted to make a conment
and then I amgoing to ask you all about technol ogi sts and
about physicists. Start thinking about this because you
need to answer quickly, are the qualifications outlined in
the ACR voluntary accreditation program appropriate for
t echnol ogi st and physicists, and before we get to that, did
you want to ask a question?

MR. Pl ZZUTI ELLO. | just wanted to conment on what
| saw as a starting point for the physics portion for the
surgeons, which was sone basi c understandi ngs of what
radiation is and the issues of radiosensitivity of the
breast and radi ati on dose, and just the scratching the
surface of the equipnent.

| guess | don't want to give opinions, so | wll
just say that that is what | have done. The plan is for
that to be the beginning. It is in no way -- | want to nmake
it clear that one hour of physics is in no way considered to
be adequate, and nore hours are planned.

DR. MONSEES:. Let's turn to first technol ogi st
i ssues. Does anybody want to talk about this first? How
about a technologist? Rita Heinlein.
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M5. HEINLEIN: | think that what is here is fine,
only I would add "include training in QC procedures rel ated
to stereotactic breast biopsy procedures," because there is
not hi ng, nowhere does it say that they have to have any
training in QC procedures, so | would add that.

DR. MONSEES: Any other comments on the
t echnol ogi st? How nuch training?

M5. HEINLEIN: | wasn't going to touch how nuch, I
mean because | think many of themw || have cone with sonme
under st andi ng of basic QC, and that is why | said just
training in the QC procedures related to stereo as opposed
to putting a nunber to it, unless, Patricia, you feel that
t here shoul d be one.

DR. MONSEES: Dr. Sickles.

DR SICKLES: | have a question for Rita. As with
pl ai n mamography in ternms of QC, would you be confortable
with a | ead QC technol ogi st during stereo and having the
ot her technol ogi st sinply performthe procedures, but having
a | ead technol ogi st do the stereo QC?

MS. HEINLEIN. Yes, | would be very confortable
with that.

DR. MONSEES: That would be very parallel to the
current program

MS. HEINLEIN. Yes, | think that woul d be good.
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DR. MONSEES: Did you have a coment? | am
pointing to you, Dr. Hendrick.
DR. HENDRICK: | wanted to give an opportunity for
Pat to comment.
DR. MONSEES:. Speak up.
M5. WLSON: | think that the qualifications for

12 per year is not enough in ny opinion for a technol ogi st
to stay adequate. | would think 12 every six nonths.

DR. MONSEES: So double it is what you woul d
think. W can ask you how you designed it and how you got
the 12, but | think we will be going around about.

Let's just hear opinions. |Is there anybody el se
on this panel that has an opinion about whether or not it is
too high or too | ow or appropriate? Does anybody want to
venture a conment ?

M5. HEINLEIN: | think we are back to the sane
position that we were in with the physician. | think one a
month is not enough, however, you know, you get back to the
sane situation, then, do you have just one or two
technol ogi sts doing it. | think you are back at the sane
situation that you had with the physicians and how do you
run your practice and maintain proficiency.

So, | nmean | think you are dealing basically with
the sane situation
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DR. MONSEES: Any ot her comments?

DR. FINDER | promsed | wouldn't ask questions,
but it is late in the day and | figured | have to get at
| east one in.

DR. MONSEES: o for it.

DR. FINDER | would like sonme clarification on
the initial qualification for the technol ogi st where they
t ook about five hands-on procedures under the guidance of a
gual i fied physician or technol ogi st.

| am wondering under what conditions would a
t echnol ogi st not be under the guidance of a qualified
physi ci an at | east.

DR. MONSEES: Dr. Dershaw, would you like to
comment on that?

DR. DERSHAW We weren't sure, but we wanted to
make sure that it was under these circunstances.

DR. MONSEES: So you just want to stipulate that
it had to be. | see.

DR. SICKLES: Perhaps what they were referring to
is if qualified neant MXBA qualified physician, but they
were a non- MBSA physician. Mybe that is what they were
tal ki ng about.

DR. FINDER Well, that is why we are here and
that's what we could use the clarification on.
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DR. DERSHAW By "qualified," we neant sonmeone who
had been accredited by the programis what a qualified
physi ci an is.

DR SICKLES: Stereo qualified.

DR. DERSHAW Stereo qualified. Not an
application specialist.

DR. MONSEES: Do you need any nore clarification
on that or are you okay? Dr. Hendrick.

DR HENDRICK: | would just like to also ask the
technol ogi sts here if three hours of category A continuing
education in stereotactic breast biopsy is a sufficient
initial qualification, and then three hours every three
years is sufficient continuing education for a qualified
tech in this area.

DR. MONSEES: Can we hear from our technol ogi st
representatives on the panel ?

M5. HEINLEIN. M first |ook was the 15 hours, and

| was thinking no, | think 15 hours is nore than sufficient,
but | see that is just in mamography. | don't know t hat
three hours -- three hours would be the didactic training in

stereo breast biopsy.

DR. HENDRICK: It doesn't have to be didactic. It
has to be category A, though.

M5. HEINLEIN: | see it as didactic and then the
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clinical part would be the five hands-on procedures.
DR. MONSEES: Ckay.
M5. HEINLEIN. | don't know, how did you conme up

with the nunber 3?

DR. DERSHAW It parallels the physician.

DR. MONSEES: Any ot her comments on that?

DR. HOUN: Just for reference sake, | know while
we were discussing the MBA final regs for new nodalities,
we did put in training needed prior to new nodalities, and
that was eight hours that | think the commttee had
di scussi on on.

DR. HENDRICK: | thought we said siXx.

DR. MONSEES: For the technol ogi st?

DR. HOUN: | think six hours was related to
continuing education in your new nodality.

DR. MONSEES: That woul d be significantly higher
than what is in the voluntary accreditation.

MR. MOBLEY: Under technologist there are two
bullets that seemto be nmuch the same. | amtrying to
under stand exactly what the intent there is. The third
bul | et says three hours of category A, continuing education,
et cetera, and then the last bullet says three hours of
category A, continuing education every three years after
initial qualifications are net.
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DR. MONSEES: That is a continuing requirenent.

MR. MOBLEY: That is an initial requirenent.

Ckay. It just wasn't really clear that that is what that
was. That is the initial requirenent. OCkay. | just
wonder ed was there supposed to be sone other difference
there, but that first one is initial requirenent.

DR. MONSEES: Last but not least, | would like to
nmove on to -- in the last few mnutes, and then we are going
to break for the night -- the nedical physicist. | amsorry
we are going to have to do this tonight.

Did you want to conment on that Dr. Wnchester?

DR. WNCHESTER | wasn't done with the
physi ci ans.

DR. MONSEES: | amsorry. Well, we wll be taking
that up again tonorrow. Are you going to be here?

DR W NCHESTER:  Yes.

DR. MONSEES: We will do that first thing in the

nor ni ng.

Can we nove on to the physicist now, and then we
wi Il continue the discussion pertaining to personnel first
thing in the norning and then we will nove on to non-

personnel i ssues.
M5. HEINLEIN: Can | bring up one other thing
about the technol ogi st?
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DR MONSEES:. Yes.
M5. HEINLEIN: | just want to nmake sure | get
clarification fromDr. Houn. It was eight hours for initial

training in a new nodality, right? Then, perhaps it should
be ei ght hours here then, too. This would be initial
training in stereo.

DR. HOUN. This is not an FDA program You can
recommend this to the voluntary folks, but | just wanted to
gi ve you --

MS. HEINLEIN. What | amwondering is are we
bringing up any of this to nake suggestions? | nean is this
going to go under regul ation?

DR. MONSEES: These are suggestions, so that if it
decided that this will be regulated, that they would have a
bal | park for the first draft if they wote a draft for
regul ations. So, if you would |ike to suggest that three is
not enough, they are listening. If it should cone to this
bei ng regul ated, they want to know what you have to say
about it. It doesn't matter what the ACR says. It doesn't
matt er what sonebody el se says, what do you think

M5. HEINLEIN: Well, since this commttee and the
FDA has made a decision that for a new nodality, it would be
ei ght hours, then, | would suggest if this becones regul ated
that there be consistency and that that nunmber turn into
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ei ght hours.

DR. MONSEES: The hour is late. | would like to
know whet her or not we should try and di scuss the nedical
physi ci st today or should we attack that the first thing in
t he norni ng?

May | see a show of hands who would like to
adj ourn now and attack that in the norning, and then go on
to ot her personnel issues?

Ckay. The physicists. Are you happy about
tal king about this in the norning or would you like to talk
about this tonight? Let's doit. One nore notch on the
bel t.

Wul d you like to start using perhaps the docunent
here as a starting point, coment on that, and nmake any
suggestions that you would like to add to it, any
di sagreenents perhaps, how do you feel about it?

DR. HENDRI CK: Li ke the discussion about
technol ogi sts, | think there does need to be --

DR. MONSEES: Did he wite it? D d you wite
this?

DR. HENDRICK: No. Well, | was involved in
witing this.

DR. FINDER If we can get factual information,
but we really can't get your opinion because we assune that
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you agreed with what you wote.

DR. MONSEES: So, we won't ask you.

DR. HENDRICK: This was witten by conmttee. It
certainly wasn't ny dictation, but it will shorten if I
don't say anyt hi ng.

DR. MONSEES: Did you wite this?

MR Pl ZZUTI ELLO.  Yes.

DR. MONSEES: Do we have anybody here who didn't
wite this? Yes, sir.

MR. MOBLEY: | just need sone information and
maybe Ed can respond or Ed or Bob. In the hearing
di scussi ons today, we heard the discussions of the digital
i magi ng, and | know that digital inmaging has been discussed
for years as being the comng thing, but I don't think it
has got there except just in very certain areas, this one
area in particular.

That is different than the normal kinds of imaging
operations that nedical physicists usually see, and as |
read this, | didn't see anything on here that led ne to
believe that there was a |ot of extra effort necessary and |
heard this norning that because of the differences in the
digital imaging systens, there is sone extra effort and sone
extra understanding, and | have not heard a | ot addressing
that in the other areas, the technol ogi st, the physician,
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and sonebody needs to be very cogni zant of what these
differences are and how this equi pnent needs to perform and
then how it needs to be nodified to performlike it is
supposed to once it is installed and put into operation.

Has that been addressed?

DR. MONSEES: | think that is a very inportant
point and, in fact, as a starting point it is probably nost
i nportant for the physicist, so can you address that,
pl ease? Should we -- | know you wote this -- but would you
reconsi der and do you think that we should specify in here
that there needs to be sonme CMVE pertaining to digital?

DR. HENDRICK: In Bob's presentation, he nmentioned
that six or seven of what used to be 10, now are 11, QC
tests for the medical physicist are changed in stereotactic
by the inplenmentation, primarily the inplenentation of
digital and the small field of view that cones with digital.

So, | think initially there will be need for
education specifically on the QC tests done by the nedi cal
physicist in order to be cognizant of all those changes and
really know how to do the test correctly, and | don't think
this gets at that in its present form

DR. MONSEES: As a matter of fact, Rita suggested
the sane thing for the technol ogist, so | think we can be
specific, not only QC, but @ related to digital technol ogy,
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whi ch shoul d probably be put in there and the wording
per haps shoul d be considered at least to put in there.

How many hours do you think additional training
woul d that take, would you like to take that question
pertaining to digital, additional hours?

MR. Pl ZZUTI ELLO. | guess | want to say, first,

t hat when we canme up with these qualifications, it was
probably a year and a half before we really coal esced what
we felt the 11 tests needed to be, so this was witten
before we knew exactly what the 11 tests are.

So, | would say that sone training in digital and
digital QCis inportant, and it is probably on the order of
two to three hours to review, as | say, as a mnimum two to
three hours to review the actual performance of the digital
QC test.

Does that seem reasonabl e, Ed?

DR. HENDRICK: | would say at |east three.

MR. Pl ZZUTI ELLO. | woul d be happy with three.

DR. MONSEES: Any other comments from any ot her
i ndi viduals on this panel pertaining to the technol ogist or
t he physicist qualifications, initial and ongoi ng?

M5. HEINLEIN: | just want to nmake sure |
understand where we are now. W are adding that for both
the technol ogi st and the nedi cal physicist, that that would

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

286

i nclude training and QC procedures related to stereo and
digital?

DR MONSEES:. Yes.

M5. HEINLEIN: A mninmumof three hours is what
was di scussed, and then as far as the technologist, if this
beconmes regul ation to be consistent with what is currently
in the regulation as far as eight hours of continuing
education as part of the initial training, and then six
hours as part of the continuing education, and that woul d
make it consistent wwth what is in the regulation.

DR. MONSEES: | don't think those nunbers are
witten in stone. Those were just the nunbers that were
thrown fromthis panel previously, talking about new
technol ogies, is that correct? Ckay.

M5. HEINLEIN: Just to be consistent with whatever
is witten in stone.

DR. MONSEES: | don't think anybody is witing
anything in stone right now

DR. HENDRICK: As far as stereotactic.

DR. MONSEES: Correct, as far as stereotactic,
correct.

Any ot her conmments about physicist and the
technol ogi st qualifications? Yes.

MR. MOBLEY: | just want to be sure | understand
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exactly what it is that we are suggesting here. The three-
hour m ni nrum you were tal king about, Ed, was initial
training for digital systens. Wat woul d be additional
training for the QC that is necessary for these digital
systens?

DR. HENDRI CK: | think when | was addressing that,
it was three hours of initial training in Q of
stereotactic, which would include the digital conponents,
and we tal k about what you do if it is a filmscreen system
So, basically, an overall, at |least three hours on QC of
stereotactic w thout specifying specifically digital or
film

DR MONSEES: Yes, ma' am

MR. HAWKINS: Pat Hawkins. | just wanted to ask
in regards to | ooking at qualifications for technol ogi st and
medi cal physicist, especially as it relates to previous
requi renents that have been set by FDA. Have these created
access problens in rural areas?

DR. MONSEES: Funny you shoul d ask.

DR. HOUN. No, they have not in terns of the
availability of technol ogists and a physicist. | think we
have had a couple of studies done, one was a subcomm ttee of
this commttee |ast year submtted a review on the qualified
physi ci st and potential shortage areas under MXA, and |

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




aj h

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

288

think the one area of the country that seened vul nerabl e was
Mont ana.

But in ternms of technol ogi sts, we have not
encountered a problemwi th that. | think initially when the
new regul ati ons on 10-1-94 cane down, there was a | ot of
concern, but a lot of courses and teaching has cone around
and actually have proliferated to try to get the proper
training that was required.

| don't knowif R ta or Pat would |like to coment
on technol ogi sts, what they think about access.

M5. WLSON: W have found that we have, with the
onset of MXA, had nuch nore access to technol ogi st
training. The BCCCP program has provided many, many hours,
wor kshops, weekends, and working with a |ocal AHECs, I|ike
sone years our technologists will have 40 hours of training
i n mammogr aphy. W think it has hel ped our program
tremendousl y having these regul ati ons because peopl e have
recogni zed the fact that a good technol ogi st does not end at
their training, that it is an ongoi ng process.

DR. MONSEES: Plus the courses are nore avail able
obvi ously, because they are needed.

DR HENDRICK: | think part of it is having this
as a regul ation has enabl ed technologists to get the tine
off and to get sonetines the support. O ten they pay their
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own way, but to get at least the tinme off and the
encouragenent to get these hours that are required rather
than the way it used to be which was that they were

di scouraged fromtaking tinme away fromthe practice to even
get continui ng educati on.

So it has recogni zed the need and it has
encouraged the acquisition regardl ess of whether they are
rural or urban.

DR. MONSEES: |If there are no other additional
comments on technol ogi st or physicists, | think we are going
to adjourn for the evening. W will start up tonorrow
morning at 8:00 a.m, and we will start revisiting personnel
i ssues until we have resolved that, and then we will nove on
t o non-personnel issues.

[ Wher eupon, at 5:45 p.m, the hearing was
recessed, to reconvene at 8:00 a.m, Wdnesday, October 29,

1997. ]
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