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PROCEEDINGS

(9:04 a.m.)

CHAIRPERSON HENDRICKS: Good morning. I'd
like to call this meeting of the National Mammography
Quality Assurance Advisory Committee to order.

I also iequest that everyone in attendance
at this meeting sign in on the attendance sheet that
is available at the door.

DR. FINDER: Okay. The following
announcement addresses conflict of interest issues
associated with this meeting and is made a par of the
record Eo preclude even the appearance of any
impropriety.

To determine if any conflict existed, the
agency reviewed the submitted agenda and all financial
interests reported Ey the committee participants. The
conflict of interest statutes .prohibits special
government employees from participating in matters
that couid affect their or their\employer*s financial
interests.

However, the agency has determined that

participation of certain members, the need for whose
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services ouﬁweighs the potential conflict of interest
involved is in the best interest of the government.

Therefore, Waivefs permitting full
participation in general matters that come before the
committee have been granted for cgrtain participants
because of their  financial involvement with the
facilities that will be subject to FDA's regulations
on mammography gquality standards with accrediting,
certifying or inspecting bodies, with manufacturers of
mammography equipment, or with their professional
affiliations since these organizations could be
affected by the committee's deliberations.

These individuais are Ms. Diane Rinellas,
Ms. Jacqueliﬁ Holland, Ms. Debra Monticciolo, Mr.
William Passetti, Dr. Mark Williamé, and Ms. Jane
Segelken.

| Waivers are currently on file for Dr.

Carolyn ﬁendricks, Dr. Scott éerguson, Ms. Carol
Mount, Ms. Alisa ’Gilbert, Dr. Miles Harrison, Ms.
Linda Pura, and Ms,yMelissa Martin.'

Copies of the waivers may be obtained from

the agency's Freedom of Information Office, Room 12A-
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15 of the Parklawn Building.

We would like to note for the record that
if any discussion §f states or certifying bodies was
to take place in any meetings of the committee, it
would beya general discussion only. No vote would be
taken and no consensus sought.

In the interest of getting as many
viewpoints as possible all SGEs, including state
employees, would be allowed to participate in the
general discussion so that all viewpoints could be
heaxrd.

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
participant should excuse him or herself from such
involvemént and thé exclusion will be noted for the
record.

With respect to all other participants, we
ask in the interegt of fairness that all persons
making statements or presentations disclose any
current or previous financial in§olvement with

accreditation bodies, states doing mammography
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inspections under contract to FDA, certifying bodies,
mobile ‘units, breast iﬁplantk imaging, consumer
complaints, and mammography equipment.

CHAIRPERSON HENDRICKS: -~ I note for the
record that the voting members present constitute a
quorum as required by 21 CFR Part 14.

At this time we'd like to move to the
introduction of the panel members. Beginning from the
right side, I'd like to have each member make a brief
introduction.

MS. PURA: Good morning. I'm Linda Pura.

I am Clinical Coordinator from the Los Angeles County
Regional Partnership for Cancer Detection; also am a
Susan G. Coleman Breast Cancer Foundation volunteer.

MS. HOLLAND: Good morning. My name is
Jacquelin Holland, and I'm Program Director of the
Diversity Enhancement Program at the James Cancer
Hospital and Soloff (phonetic) Research Institute in
Columbus Ohio.

MS. GILBERT: Good morning. I'm Alisa
Gilbert from the Office of Native Cancer Survivorship

in Alaska, Anchorage, Alaska.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

, 1323 RHODE ISLAND AVE., N.W.
{200\ 944421 WAKKINGTAN DO 200N0R27N wnanar naalrrnee fam




10

11

12

13

14

15

16

17

18

19

20

21

22

DR. WILLIAMS: And I'm Mark Williams from
the University of Virginia, and I'm an Associate
Professor of Radiology, Biomedical Engineering and
Physics there.

MS. SEGELKEN: I'm Jane Segelken. I'm a
breast cancer survivor, and I'm a volunteer with the
Ithaca Breast Cancer Alliance.

DR. MONTICCIOLO: - Good morning. I'm
Debbie Monticciolo. I'm a Professbr of Radiology and
Section Chief of Breast Imaging at Texas A&M in
Temple, Texas.

| DR. FERGUSON: I'm Scott Ferguson. I'm a
diagnostic radiologist from the State of Arkansas.

MS. éINELLA: Good morning. I'm Diane
Rinella, mammography technologist and consultant.

DR. FINDER:  Charles Finder. I'm a
radiologist. I work for the Food and Drug
Administration. I'ﬁ the Executive Secretary of this
Committee. |

CHAIRPERSON HENDRICKS: I'm Carolyn
Hendricks. I'm a medical oncologist in private

practice, and I focus on breast disease, and I'm
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chairing this committee.

MR. PASSETTI: Bill Passetti. I'm
Director\ of Florida's Radiation Control Agency from
Tallahassee, Florida.

MS. MOUNT: I'm CafolAMount, a manager of
the Breast Imaging and Intervention Center, Mayo
Clinic, Rochester, Minnesota.

DR. MARTIN: Melissa Martin. I'm a
consulting medical physicist in Southern California
area.

DR. FINDER: Dr. Harriéon is coming in by
telephone teleconfe:ence. Dr. Harrison?

DR. HARRISON: Yes. Good morning. I'm
Miles Harrison of Baltimore, Maryland, a breast
surgeon.

DR. FINbER: Thank you.

CHAIRPERSON HENDRICKS: At this time I'd
like to make a brief statement specifically addressed
to the individuals who will be spéaking in the open
public hearing sections of this meeting.

Both the FDA and the public believe in a

transparent process for information gathering and
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decision making. To insure such transparency at the
open public hearing session of this Advisory
Committee, FDA believes it iskimpcrtant to understand
the contéxt of an individual's presentation. For this
reason, FDA encourages you, the open public hearing
speaking at the béginning\ of yoﬁr written or oral
statement to advise this committee of any financial
relationship that you may have with the sponsor, its
product, and if know, its direct competitors.

For exémple, this financial information
may include the sponsor's payment of your travel,
lodging br other expenses in connection with your
attendance at this meeting.

Likewisé, FDA encourages you at the
beginning of your statement tcladvise this committee
if you do not have any such financial relationships.

If you choose not to address this issue of financial
relationships at the beginning of vyour statement,
however, it will not preclude you frOm/speaking.

DR. FINDER: Okay. Befbre we get to the
public speakers, I want to mention about alternative

standards that we: have approved since the last
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meeting.

For thése not familiar with this section
of the régulationsn FDA may approve an alternative to
a quality standard that exists under Section 900.12,
when thé agency determines that, one, the proposed
alternative standard will be at least as effective in
assuring quality mammography as the standafd it
proposes to ,replace; and, two, the proposed
alternative is too limited in its applicability to
justify"an amendment to the standard or offers an
expected benefit to human health that is so great that
the time required for amending this standard would
present an unjustifiable risk to human health, and the
granting of the élternative is ih keeping with the
purpose of Statute 42, USB 263 (b).

Since last 7April’s,\meeting the division
has approved two alternative standards. The first
deals with the system artifact ‘testing at remote
mobile mammography Sites where film processing takes
place using processors permanently located at that
site.

This alternative permits a special trained

NEAL R. GROSS
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quality controlléd technologist\ to make system
artifact films and phantom images at remote proceésing
sites used by mobile mammography facilities and then
submit them to the facility médical Lphysicist for

evaluation.

to have the medical physicist  visit each remote
processing site as part of the annual survey.

The second deals with  system artifact
testing of target filter combinations. The approved
alternative permits the system artifact tests to be
performed without testing all target filter
combinations during the annual physics survey. These
alternative standards in their entirety are available
on our Web site in the policy guidance help system.

If anybody has any qﬁestiohs about these
alternatives, I do have'copies\of the full wording for
any of those.

I believe not.

CHAIRPERSON HENDRICKS: At this time we'll
move it into the first public session. We will

introduce the scheduled public speakers one by one.

NEAL R. GROSS
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Cur first speaker under the topic of
approved alternative standards is Dr. Carol Lee, and
she'll be speaking from ACR.

Dr. Lee.

DR. LEE: I want to thank this committee
for allowing me the opportunity to address it. I am
representing here the American Cblleée of Radiology,
which is a 30,000 member >professignal organization
representing diagnostic radiologist, radiation
oncologists, and medical physicists.

And I also want to say that my travel
expenses have been paid by the Americaﬁ College of
Radiology to attend this meeting.

Is theie any way that I can advance these?

Oh, okay. Could I have the next? |

I hope you can read these slides. They're
a little busy.

The American College of Radiology has a
1ongsténding record of a commitment to quality in
breast imaging. This began in part,with a voluntary
mammography accreditation program that was begun in

1987 that laid the foundation for  subsequent
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Mammography Quality Standards Act.

In 1993, the breast imaging reporting and
database system was developed by tbe ACR, and provided
a lexicon for deécription. of breast findings and a

reporting system that helped standardize and clarify

mammactranrnhd A rarnmmsrbdi e T Fhiog o ATIMmbk Ty
RLMCARLULE NG J-Oth.LJ.-h\.a ,:.cyu.x. LaJ-J.J.‘:j o d X Wwddd D WAdidii g

In 1996, an accreditation. program for
stereotactic biopsy was developed. BI-RADS was

expanded to include breast ultrasound and breast MRI
in the most recent edition published in 2003, and this
past year the American Collége of Radiology
established a permanent breast iméging commission as
part of its Board of Chancellors, replacing an ad hoc
task force to deal with matters ‘relating to breast
imaging in this country.

The ACR also has a record of providing
educatioﬁal and féelf—assessment tools to Dbreast
imagers, including a biennial national conference on
breast cancer. The ACR has developed a self-
assessment tool that's available to the public and
also sponsors a regular mammography education program

at the Armed Forces Institute of ‘Pathology for
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radioclogy residents across the country.

Next siide, please;

Now, in addressing problems with
mammography interpretation, the/ IoM report
unfortunately did,hot really specify what particular
problemsk need to be addressed. It was sort of an
overall assumption that there is a problem. Whether
or not this is manifest as too many false negatives in
mammographic interpretation, a recall rate that's too
high or too low, a positive predictive value of
biopsies that's too low, too much variability or all
of the above was not specifically stated, and it's
difficult to know‘how to deﬁelmp programs or mandates
or regulations to address problems when the problem
itself it not specifically stated.

In terms of mammography interpretation,
certainly there is room for improvement. Certainly
mammographic interpretation is not perfect, but --
next slide, please -- I do want. to poiht out that
mammographic inter@retationkin thg United States has
been compared unfavorably to that in the United

Kingdom. It has been published that the recall rate

NEAL R. GROSS
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from screening in this country is double that of the
United Kingdom. |

However, it should be kept in mind that
practice climate, the malpractiqe situation differs
dramatically between the tWo .countries, and in
looking at the ’report comparing U.S. to U.K.
mammographic inteipretation, there actually are more
cancers that were ?icked up in the United States over
the study period. LThere were 55 cancers per thousand
women séreened over 20 years comparai'to 43 in the
United Kingdom. And most of the additiongl cases that
were detected in ;ﬁe U.S. were due to small, invasive
cancers, and DCIS, which is just the type of tumor
that we hope to be able to detéct through screening.

Next slide, please.

In addition, there afe studies that have
shown that the size of tumors within stages has
decreased since the advent of modern mammography, and
whereas in the‘period from 1975 to 1979, fewer than
ten percent of ﬁreast cancers were under one
centimeter. One Equarter of all localized breast

cancers were under a centimeter in the period from

- NEAL R.GROSS
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1995 to 1999.

Nexf slide. .

And it's important also to keep in mind
that breast cancer mortality in this country has
decreased by 25 percent in the past ten years. The
decrease in tumor size within stage over the past 30
years accounts for most of the Observed improvement in
survival’in localized breast cancer.

Next slide.

Now, that's a quick‘sumﬁary of the good
news. The bad néws is that there ig an impending
manpower. crisis iﬁ. breast imaging in this country.
For this past July, only 33 percent of’breast imaging
fellowship positions Withih the fellowship match were
filled. The propo:tion\ of radioicgy residents who
state that they want to spend a significant percentage
of their future. practices in \breast imaging has
declined from 29 percent in a study done by Dr.
Bassett, who will be addressing this committee later
this morning, and in a more recent study of
Massachusetts residents, only three percent said that

they would 1like to spend a significant portion of

~ NEAL R. GROSS
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their time doing mammograph?.

Néxt glide.

- When looking at this sﬁudy a little bit
more in depth, these were 63. senior radiology
residents that were surveyed in  Massachusetts, and
they were asked about their future career plans and
about attitudes towards mammography.

Next .

Only eight peréent gaid they wanted to do
any mammography iﬁ their future jobs, and only three
percent stated thaé they wanted to spend at least 25
percent of their clinical time reading ﬁammograms, and
only one/of the 63 intended to pursue a breast imaging
fellowship. |

So it's a bit disheartening, and there's
no reason to think that Massachusetts is any different
from any/other,state in this country.

Next.

When ésked why they did not want to spend
time doing mammography, the majority said that they
were afraid‘of lawsuits and the meéiéal legal climate.

Next .

NEAL R. GROSS
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Now, in talking about, in addressing the
IOM regulatory recommendatioﬁ, in the recent report
impro&ing mammography quality standards; I want to
address some of the requirements specifically.

Could I have the next slide?

One of these recommendations suggested
requiring separate tracking of results of screening
and diagnostic mammographs in order to be able to
comparg to established benchmarks.

The problem with this recommendation is
that the definitﬁon. of screening ' varies among
practices and makeé comparisonvamoﬁgAfacilities quite
difficult. I've recently found -- I've spent the past
20 years doing breast imaging at Yale ﬁniversity in an
academic/practice; and just this past year I have been
working as a breast imager in a private practice in
Honolulu, Hawaii, aﬁd I can Eell you that the practice

varies considerably in termé/of what is considered a
screening mammognagh, what is considered a diagnostic
mammogramn.

Both facilities produced very high quality

images, and I think the personnel at both facilities

NEALR.GROSS
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are comparable in terms of their degree of expertise,
but I can tell yoﬁ that the practice'patterns vary
quite a bit. |

Some facilities don'‘t differentiate
between screening and diagnostic' gxaminations, and
some facilities in the way they handle the
examinations handle them differently to make this
differen%iatibn difficult.

And I also question the applicability of
benchmarks to individual practiées./\As I was saying,
my performance haé not changed since I moved to
Honolulu; but because the patient population differs
so much as a high Asian population, women with very
dense breasts are the norm rather than the exception.

There is a lower prior pr@bability because the risk
of breast cancer in this population is inherently
lower, and my performance hasn't Achanged, but my
benchmarks have. My recall /rate is higher. My
positive predictive wvalue 1is lower.. So I really
question the applicability.

Next slide, please.

In terms of required tracking of outcome

NEAL R.GROSS
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of all cases with BI-RADS O'assessment, this is mnot
easily achieved. It's quite difficult to achieve this
even with commercially available software tracking
programs, and again, I have experience with two
different, very widespread, widely utilized tracking
programs, and this is a difficult audit to achieve
with both of them. This requires a substantial
increase in time and effort and expense, and we
already track theyBI—RADS, four and five cases that
come out of the BI-RADS 0.

As stated in the IOM repért itself, there
has been no provide benefit to this -additional
tracking.

Next siide.

The inclusion of interventional
mammographic procedures, specifically stereotactic
biopsy, in the MQSA, we believe, would be justified
because we do think that this would lead to quality in
these procedures, and there is a stereotactic program
again sponsored by the ACR that is in place.

Next slide, please:

Regulation of breast ultrasound and breast
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MRI are also mandétes that are likely to result in
improvedjtechnical:quality. Uhfortﬁnately this is not
yet feasible for breast MRI because the accreditation
program has not been established, and also, the

hardware and software is still in development in terms

Next piease.

So/inciéased regulatién, particularly if
it's unfunded, ruﬁs the risk of‘kdecreasing access
through :worsening  manpower shortgges ?and increased
facility closure. I was recently at én ACR meeting
where several of .the attendees 's:ated that their
pracﬁices were considering drOppiné mammography
services.

the geéls of improvement in§quality should
be clearly understbod, and new regulations should have
a high likelihood éf improvingﬂthese:targeted quality
parametefs.

Next please. Can you switch? In the’
interest of time, nex; slide.

So in conclusion, the ACR has a proven

commitment to quality improvement that has been
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demonstrated over the years, and certainly these
efforts should ccnbinﬁe. The increased\mandatory
auditing requiréments have not been shown to
translate into improved quality that would justify the
gquite substantial commitment of time, effort and
expense involved, and this that I'm  referring to
specifically is  separating the screening and
diagnostic auditiﬁé and the tfacking of the BI-RAD 0
cases.

We do feel that stereotactic breast biopsy
and accreditation of breast ultrasound is likely to
result in improvement in quality.“ It's premature to
require regulation of breast MRI at this time.

Thank you very much.

CHAIRPERSON HENDRICKS: \ Thank vyou, Dr.
Lee.

Are thére any guestions?

(No response.)

CHAIRPERSON HENDRICKS: If not, we'll move
then to our seqond speaker in this open public
hearing. We welcome Dr. Larry Bassett to the podium

from the Society of Breast Imaging.
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Dr. Bassett.

DR. BASSETT: Thank you.

The Societ& of Breast Imaging is the
largest national érganization) specifically committed
to the practice of breast imaging, and I can refer you
to the SBI Web site for position papers on the IOM
report. Simply www.sbi-online.org. .

Next.

We aré addressing - now the issue of
improving breast imaging quality standards from the
Institute of Medicine published‘zocs; The Society of

Breast Imaging cdmmends the thorough data finding

efforts and analysis by the IOM in defining many

issues that are confronting breast imaging practices.
However, some proposéd solutions may have a negative
impact on the goals sought byubothiphe IOM and society
at large. | |

Here I've kind of outlined the four main
categories of the ;recommendations, to improve breast
imaging gquality taken direétly from the IOM report.
One is to improve mammogxaphy interpretation; the

second, to revise MQSA regulations and inspections and
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enforcement; and next to insure an adequate work force
by breast cancer ‘screening and diagnosis; and the
fourth, to improve breast imaging quality beyond
mammography .

Next .

So starting with }tyhea first of those,
improved mammography interpretaf;iron., This addresses,
first, to revise and standardiée the required medical
audit component of MQSA and, two, to facilitate a
voluntarﬁr advanced medical aﬁdit with’ feedback.

The SBI has found a concern about this in
that increased regulations, while aimed to improve
breast health care, have to deal rWith also the work
force shortages and low reimbursemént that will be
aggravated by implementation of such measures.

Dr. Lee has indicated the crisis in the
work force for breast imaging. This is something that
has been identified and reported/ in at least three
papers in the lit‘er;ature in peer reviewed journals.

Why is this happening? I think we heard
that there's. not /ﬁew people coming into the field. -

There are people dropping out of the field and people

- NEALR.GROSS -
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retiring,i andKSOmg practices simply do not find it
financially feasibie to have a strong breast imaging
component .

We do feel that if we'fg going to increase
regulatiqns we need to have sufficient incentives to\
improved delivery of care befé%e these go into
implementation rather than  have them - occur
concurrently with; the imposition of additional
regulatory burden on a work force that's approaching
crisis lével shortages. |

We see’this every day;inwmy practice. We
train many breast imaging fellows. :WeﬁQQ trained 64
to date sine Qe started that endeavor. I had two last
year. Both of thgm had abcut\ten\jbb offers in the
first mopth of their fellowship. ‘There's a real need
out there, and it's not being filled.

Next .

We are concerned that increased medical
audit requirements:may scare oif:athEr*current breast
imagers.

Next.

NEAL R. GROSS
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The new audit recommendations are time
consuming and require more paper workT No payment is
included for this, although to date the facilities
have used their own resources\to,éay for all of the
requirements that they have to fulfill. This 1is
. may just be the one that broke the
camel's back.

In Qur;own facility‘ih’order to try to do
this kind of medical audit which we have been doing,
but it's an academic institution, we had to hire a QA
coprdinator who keeps track of the'zeros and so on and
the fours and fives.

We cduidn;t do it as é«radiclogist because
we're already workiné the work of two people because
we're short staffed. We can't gethqmeone to take the
open position that we have in‘breaét imaging, and this
is true of most facilities that are academic
facilities in the United States.

Small, rural facilities may not have the
same kind of resources, may not be able to accomplish
this. And the othe; thing that Dr. Lee referred to is

that we know that the results of medical audits depend
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largely on your patient population; So we're not sure
there's a real standard that we can arrive at that
will be ﬁniform acibss all practicés./,

Next. |

In addition, there was a recommendation to
establish breast imaging centers of excellence and
undertaké demonstration projécté and | evaluations
within them, and. further study of the effects of CME,
reader volume, d&ubleV reading énd computer aided
diagnosis and detection.

/The chiety of Breast Imaging supports the
concept of centérg .of excellence and thinks this
should be pursued.

In terms of the other recommendation,
there's a lack of evidgnce that variables such as
reader volume are related to interpretation quality

and requiring greater volume would further reduce the

number of physicians that are qualified to interpret

mammograms .
Next.

The next issue was MOdifying regulations

to clarify their intent and address current technology
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and to streamline inspectiohs aﬁd' strengthen
enfofcemént foi patient protection. And the Society
of Breast Imaging agrees requirements should be
reviewed to determine which érevtheAefEective ones in
determining 7thé ‘quality of mémmograéhy‘ and perhaps
remove ahd eliminate those that are not effective.

And the SBI strongly supports streamlining
the process. | |

~ Next.

In the;next group to college and analyze

data on mammography work force and service capability,

to devise strategies to recruit and retain highly

- skilled breast imaging professionals, and to make more

effective use off breast imagingr specialists, the
Society of Breast imaging suppc:ts any. way to reduce
burden on the current breast iméging wpﬁk force.
However, the use of radioiogists to assist
us to interpret breast images isv controversial,
remains to be proven in effectiveness, and does not
reduce the wmedical 1legal responsibility of the
interpreting physidian who is overseeing them.

We do want to improve output. We want to

» NEAL R. GROSS
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do that without sacrificing quality.

Next.

Finally, to mandate accreditation for non-
mammography breast,iméging méﬁhods,that are routinely
used for breast céhcer\detectiqn and &iagnosis, such
as ultrasound and breast MRI.

Also, 'we want to includg the issue that as
an X-ray examination of the breast, stereotactic
biopsies: should by law be included in  MQSA
regulations. |

And as was mentioned,; there's already an
accreditation prégram that's set up. So this would be
an easy one to impl?ment.

High éuality ultrasound is crucial in
breast Vimaging ,‘;oday, but ‘;hexe is variable
performaﬁce and -equipment, and \this ‘also merits
mandated. accreditation, and again, there is an
accreditation prcgfam already in process so that it
could be:easily adapted.

And, finally, breast QRI aécreditatian we
feel should occur, but thiskwillkha§e to come later

because we don't know what the proper standards are

~ NEALR.GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., NW.
(20\ 2244427 MI‘AQHINGT(\M Nne SNNR.RTNA wasan noalraracs rom




10

11

12

13

14

15

16

17

18

19

20

21

22

31

yet today.

Thank you.

One more élide.

Thanks for your time and service to the
field of breast imaéingL We appfeciate this very much
from the Society offBreést Imaging. |

Thank you very much. -

CHAIRPERSON HENDRICKS: Any questions
related to Dr. Bassett's presgntation from the
audience or the panél?

(No,reaponsé.)

CE{AIRPERséN HENDRI@KS: The;n at this time
we'll ask Dr. Finder to read two separate sets of
written comments from public séeakers who are not
present today. Thékfirst is a seﬁiof anénymous written
comments related to. the IOM recémmendatibns.

the second is a set of written comments
submitted by Dr. ﬁichard "Ellis related to the IOM
recommendations.

Dr. Finder.

DR. FiNDER: For those in the audience,

these comments are a part of the packet of materials

- NEALR.GROSS
COURT REPORTERS AND TRANSCRIBERS.
1323 RHODE ISLAND AVE., NW."
{20\ 224442 i MWAKKINGTON T 20NaR.A7N1 T waana naalrarnes Aom




10

11

12

13

14

15

16

17

18

19

20

21

22

32

that you have.

The first one, as mentioned, was sent in
by a person who wishes to remain anonymous and wanted
this read inﬁo the record. It says, "I am" -- and
I'll try and go through as much as I can in ten
minutes. It's a rather longzstatemﬁnt here.

Okay. "I am a registered nurse of a
woman's diégnOStic:center. As é,patieht advocate, I
am aware of the advocacy of othér'nﬁrses, such as Judy
Wagner. I have some great concerns‘about the practice
of mammograéhy andjother breast imaging modalities if
we do not make some changeé in | educational
requirements and trécking of compe#éncé.

“Screening\mammégraphy still provides the
best defense. aéainst a deathl,from breast cancer.
However, this is only true when the gquality ‘of
radiologists' reading accuracy is highly proficient.

"AS you may or may not‘ know, studies
indicate that doctors need to read ‘minimal1y' 2,500
films each vyear to stay sharp. The government,
however, only requires 480 per year. It is ridiculous

to think that anyone can be proficient reading this
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few per year.

"At this time the government does not
require regulatory agencies to monitor these levels of
proficiency. Having the radiélogy groups monitor
internal perfﬁrmance is quite 1like having the féx
watching: the henhéuse. Most radiolégy department
directors have neither the time ﬁdr/thé staff to go
back aﬁd find the false negatives.

| A ruﬁ: a small center, ‘and makes it a
priority to go back with each new cancer diagnosis and
see if it fits into the false negative category. This
is time éonsumingq)but very necessary./

"To date I have discovered 18 false
negatives read priﬁarily by two radiologists within
the past two years. I work clééely with the medical
director of ﬁhe center who has been'very supportive'
He has helped me get this information to the Physician
Quality :Committee ‘and has m&de recommendations to
remedy the situation.

"Whilé,we have dichVefed:thekactual cases
of missea diagnoéis, I can only wonder how many more

patients that were given a benign or negative outcome

NEAL R. GROSS
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may have a cancer already.

"Several mcnths ago we had a fellow
trained mammographér join the practice. She quickly
spotted the above'problem and stated that there were
two other physicians in the group who should not even
read mammography. ' She stated that this/Was more of a
problem than just the need for a few  CMEs in
mammography. The cancers tﬁat were\ﬁeingxmissed were,
for /the most parf, not . small, difﬁicult to see
cancers. It seemed clear io‘hexAthat“there was a real
problem identifying what cancer 1ooke& like in its
early stages.

- "We h@Ve the R-2 image checker which is
used, and still we have this many missed diagnoses.
She left th§ grdu?;after only a few months to go to
practice, in a large hospital bfea$t genter.\ As with
the majority of qommunity hospitals, the radiology
group has the hospital radiology COﬁtract. They are
very good at many thingé. They ;Qtate several
physicians through our center ;0° cover mammography.
They do not enjoy  reading ﬁammogiaphy, and clearly,

are not going to spend time and effort to even go to a

NEAL R. GROSS
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visiting fellowship in mammpgraphy as~recomﬁended for
correction of deficit.

"My problem is that once you have a really
good mammographer and see what qualiﬁy looks like, you
can't go back. I have insisted\that they find us
another mammggrapﬁer, and so far the administration
has backed me up. ’They, of courSe, are dragging their
feet because thiSjnew person will noﬁ\generate the
same amount of revenue that othe# physicians in the
group generate.

"My ﬁeéling is thaﬁ there needs to be a
new paradigmrin the way radioclogy groups think about
practice recruitment and development.  Because the
average radiologist would prefer not to do mammography
and other women's imaging; the\groﬁp éhould be willing
to subsidize salaries for those who are willing to do
this kin& of p;acﬁice.

"Women deserve this vital service even if
reimbursement is terrible. It should be of some value
to a radiology group to have one well trained,
passionate person take all the heat in this highly

sued specialty. This mammographer could help raise

- NEALR.GROSS
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the bar for all rédioiogists in thé practice.

"Mammographers should;be allowed to just
do mammoéraphy and should not have té keep skills up
in other‘areas.as/ﬁell. Breast imaging is changing so
rapidly that it is no longer just mammography. A
breast imaging Spécialist yhés ton’be able to read
breast MRI, do: minimally invasive breast biopsy
procedures, talk :to patients énd\ the public in
general. He or she should ﬁot be»exéected to take.
general radioclogy call as well.

"When i confront our fadiolbgy group with
their individual statistics for all  BI-RADS
categories, false positive,(/faLSe negative, true
positive; true negative, and when I provide percent
recommendations, they tell me that they should not
have to be heid toithe standards. They say they don't
read as ﬁany pef yeér as mammography eXpexts and can't
be expected to reach the same level of proficiency.

"I say this is bunk. If I go to a surgeon
and have my colon removed; should he bé able to say to
me, ‘'Well, I miséed some of the possible cancer

because I don't do as many of these as some others

~ NEAL R.GROSS
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do'? May it never‘be.

"At thé last NCBC conference this past
February I voiced my desire to see minimél reading and
CME standards improved.

"One,. (addiﬁionally we  must improve
reimbursement for breast imaging. LWe must find a way
to provide incentivés for bright, dedicated physicians
to go into breast imaging.

“Twé, we should encourage:radiclogy groups
to recruit breast images and be\wil1ing‘to subsidize
their salaries.

"Three, regulatory':ggencies must £ind a
way to do more thaﬁ measure accuracy‘of equipment in
their surveys until such time as ’pﬁysicians can
adequately police themselves. In iieu of this,
hospitals should vﬁe required to. have non-physician
personnel or ccnsglting physician ?ersonnel monitor
statistics for reading accuracy.

"Four, the MQSA needs to Dbecome more
comprehensive. I am in favor of egpanding it to
Breast Imaging Quality Staﬁdards Act.

"Six, with regard to stereotaxic
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qualificatidns, I :lﬂi;ave no problem with surgeons doing
stereotaﬁ:is_in our: center. If the radiologist has
done a good job of marking the recomm@nded, area for
biopsy, our technqibgiéts have no éroblé?n\locating the
lesion on the computer. and prfeparing/ everything for
the surgeon. He jtphen reviews the mammogram. The
stereo is set up éngi marks the area for biopsy.

"I think when surgeons get Yinto trcublé
doing stereotaxis 1is when they interpret the
mammograph which ;Mfas done perha,pé in their office,

then expect an aide other than a vregistered mammo

‘technologist to set up the equipment and position the

patient.

"Recently I reéd 1n *the« Mammography
Regulation and Rei{a)zburs\ement Report that the American
College of \Rad,iolofgy would begin cal]}iﬁg the false
negative a sentiniél ‘event for the /ho‘spital. This
would have a big i{mipacton’hosp’ital éccreditation.

"I wiil now be a;tempting to track our
cancer patients tolsee if they d,i:e of breast cancer.
If so, the s,ent'i\nei event re'percussions for the

hospital are significant. I can see if this happens,
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the individual hospitals will begin déménding better
quality readers of breast imaging. |

"i am-. :only/ one ;ruiAc;e,k but I am a thorn
under tﬁe s;addle_. Each timewAI’ find another false
negative, I see the patient's face. I am the person
who will counsel them prior to tﬁeir/ first surgical
visit. I am th{e‘mllrse who givesk out her phone number
to them for qgestiqns and comfortq‘ I am the nurse who
runs the women's cancer supbp:t group. None of them
know thét their cancer should or coﬁld have been
caught earlier. .

"It is my job to market our center as a

center of excellence. We meet that goal in every
single way. We have vefy; high customer service
scores, . and ©people rave about the quick and

compassionate service they recei)vg.\ - Indeed, we are a
center of vext:e\llankce in so0 many ‘/ ways. It is the
physiciaﬁ component that lets us down.

"In orc;jler/ to keep wmy jéb, I must fight
this battle Quietly withi,nk\ the ‘Physician Quality
Improvement Committee. It has been of little value to

me. Recommendations for improvement are just that.

'NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., NW.
120\ 74.4413% . \NA.QHQNG;(T\M Do 2NB0RARTN. | wasnar nnalrrrnes ram




10

11

12

13

14

15

16

17

18

i9

20

21

22

40

The radiology,gr§up has little incentive other than my
constant;nagging\to do much about‘anything."

And then she  lists séme\percentages and
indices for evaluation. I will'say that this person
reported)that'she/had no financial interest, conflict
of interest.

CHAIRPERSON HENDRICKS: Any gquestions or
comments related tolthe\anonympus‘stétement?

DR. FINDER: Okay.

CHAIRPERSON HEﬁDRI,CKé . Neiscé we move to
the comments from Dr. ﬁichard Ellis.

DR. /FfNDER: Dr. El}is is from the
Gunderson Lutheran Medical Center. He also reported
that he had no financial conflictl of interest to
report. We'll givefhim the full ten ﬁinutes.

He says, "I appreciate the opportunity to
submit a statement for review and éonsideration by the
FDA concerniﬁg the;Institute of Medicine Committee's
recommendations for improving MQSA;

"For over nine years I;havé practiced as a
clinical breast rddiologist, subééecializing in the

early detection and diagnosis of breast diseases.
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Listed below are the issues that'need to be reviewed
and addressed both€by the FDA and_iOMﬂcommittees as
you prepare ‘recommendations”,fof\lreauthprization of
MQSA.

"If ghe intent of screening mammography is
to reduce the mortality and morbidity of breast
cancer, then early interruption of thé disease is
paramounﬁ. Over\‘the past \100 years we have ‘seen
advances in  surgical techniques that  have
significantly iméroved\ patienty mpxbidity but not
mortality. Likewise, we now héve chemo and hormonal
therapies that h#Ve allowe& moderate improvement in
patient mortality.

| - "However, it is the advent of -early
detection and diagnosis which interrupts breast cancer

early in its natural history that has resulted in the

.~ greatest reduction in mortality from breast cancer.

n"Since the initiation of MQSA we have seen
improvements in the technical = aspects of screening
mammography  given the standards required for

certification. However, even 1if we have the best

~equipment, X-ray film screen systems, technologists,
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quality assurance Qprdgrams, and viewing conditions,
but lack high quality interpretation‘of:the screening
mammograms, we severely limitvthe:poteﬁ;ial of early
detection.

"This = is clearly deﬁoﬁsttated in the
randomized ciinical trials/fér's¢§eeniﬁg mammography
as tﬁmorfsize and stage‘at deteqtion-drives subseguent
mortalit? rates. ,LiIn order to insure high quality
interpretation, a pe;férmance audit must be obtained,
reviewed, and acﬁién taken \When kdéficiemcies are
noted. | A ‘screéning mammography interpretation
performaﬁce /audit‘\should inciudg, one ‘average size,
mean and:median size of the screen detected invasive
carcinoma for‘women~participating in 12 or 24 wmonths
sc;eening interﬁals;\two,vtotél screening volume per
year; ﬁhree,’ récall rate; and  four, positive
predictive value for BI-RADS. 4 anérS cétegories. In
order to;help achie&e aéceptable éereening performagce
standardé, radiolcgy fesidency, énd ﬁreast imaging
fellowship training as well as pdstgraduate trainipg
programs that properly instruct high quality screening

interpretations are critical.
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"Although there are many
mammography/breast ,imaging”fprograms offered for CME
each vyear, unfortunately many siﬁplykdo not provide
the type of edﬁcation that wili allow direct
improvement in \screening 'mammography interpretive
skills. |

"Two, many will argue thaﬁ'if physician
performance stan@érds are set ’to insure a high
standard of care; then access  to Qomen in many
commmnities will be lost as many general radiologists
may not be able to achiéve and/or maintain the
required;standards;

| "This'issﬁe can and’hgs‘béen~successfully
addressed by other;countrieévin@ludiﬁg”Sweden and the
United Kingdom." - Although the total number of
screening mammagra@s intérpfetedAper year may serve as
a surrogate performance marker, :Items 1, 3, and 4
listed above ’ provide an objective measure ofA
performaﬁce. If  inappropriate low /interpreting
physician performance ‘staﬁdards are set by MQESA to
simply afférd. greéter access, metality rates will

likely not be reduced, and overdii cost of care will
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increase.

qReaséﬁabie and preferable high
interpre#ing physiaian performance standards need to
be instituted. ?@1 exemplarynvﬁodei, of postgraduate
training succeés‘;can be  £oﬁnd;'by examining the

rdtt 1t om £ - Gy i s e s A o
.U._YSJ-U-LGL i PELLGLINQGLILT ALV HClLtE .

interpreting ’
achieved Dby priﬁate practice, radiologists /in
Albuquerque," and he talks.Aabout; Lin&er*s practice
there. | |

"Similar mod\els; of p‘ostgrac}uater training
with proven success need to)béComé\a'fundamental part
of physician CME . for screeniﬁg -mammography breast

imaging.

"On a similar issue, communities and

- medical institutions of sufficient size should strive

toward éreating'<iﬁterdisciplinary breast care teams
which hélp providé improved o&érali care, efficient
use of resources,\aﬁd substantial reducﬁion in mediéal
costs.

"Third, with the use of screening
mammography, the majority of breast —cancers are

initially detected in the preclinical phase,
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nonpalpable. Héwever, other imaging modalities,
especially breast ultrasound, are. frequently used in
the diagnostic _évaluation< ;of‘i screened detected
abnOrmalities to further segregate whidh~patients may
require a biopsy/fdr definitive tiééue diagnosisi

"Given the éd?ancemént . in training and
technology, most \breast biopsies can< be performed
under image guiaance to . iﬁclude ultrasound and
sterectacticfguided breast biopsies; In 1996, through
the joiﬁ; efforts/of the American College\of Radiology
and the\ American. ‘College of Surgery, we have the
stereotactic guided breast bigpsy accreditation, but
which remains under volunta:y accreditation.

"However, breast ultrasound4and ultrasound
guided breast biopsies have mgltiple‘guidelines and
accréditatioqs ffom;&arious iﬁstituﬁibns and agencies,
to include the ACR{ the-ACébfthe'American Society of
Breast éurgeons, 1and the American Institute ofy
Ultrasound in Medicine.

“Boﬁh the FDA and IOM members need to
investigate why they're on multiple and varied

physician training guidelines and accreditations for
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breast ultrasound examinations and prdcedures. The
FDA and IOM should insist on a zsiﬁgle universal
standard‘ for 'ultfasound examinaﬁicn\«and procedure
traininé guidelinés and /accreditatioﬁs so that
multiple standardsvére not<propagatéd.‘

"Even amongst radiologists there is a wide
disparit§ cf performance and interpreﬁation for breast
ultrasound. jThe universal accreditatian program will
help insure that nqtvonly mammography, but also other
breast imaging exéminations andf‘progedures meet an
acceptabie MQSA sténdard for accreditation. If the
FDA and/or IOM tﬁrQUgh the MQSA doéé not require and
enforce :the univéﬁéal practice ‘standaid for breast
ultrasound examinétions and :prodedures, then the
gqualification fof'breast ultrasouﬁd will simply fall
to whoﬁever can afford thé ,éqﬁiémant :regardless of
prior\training and~§erformaﬁce;level.

"In tﬁe very near future univefsal
standards and accréaitation should also be established
for \breast\/MRI ‘and imaging guidedy breast tumor
oblation.

"Four, although not directly related to
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MQSA, a ﬁajcr issue to be considéﬁed is the dwindling
number of radiologists and traiﬁing‘ residents that
have a aesire to‘;movide mammography/breast imaging
services. Relatively low reimbursament:rétes and high
exposure to,nwlpractice’1itigatioﬁ mﬂst be addressed

and appropriate incentives need to be provided to

prevent - radiologists from abandoning
mammography/breast imaging services. Creative
solutions, to = include . providing. graduated

reimbursement rateé/kfor mammography/breasﬁl imaging
services based oﬁ physician perfor@ancg and creating a
balanced, knowledgeable national committee to review
and arb;trate medical malpractice ' suits, along with
placing caps on puéitive damages, tort reform will be
important.

¥Should vyou  have aﬁy‘ guestions or need
additional information, please >contact me. I
appreciate your zfeview and cénsideration of my
recommenaations."

CHAIRPERSON HENDRICKS:  That ends the
submitted comments from the public speakersAfor this

portion of the session.
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Based on the itinerary, I'd move to a
break, but may be we shouldAmqve‘iQto the next speaker
because we are aheédvof schedule. |

The next item on the agenda are some
comments to be made by Dr. Michael Divine, who is
Chief of}Inspéctioﬁ and Compliance Branch, to comment
on inspection observations.

Mr. Divine, welcome.

DR. DIVINE: My name is Michael Divine.
I'm the Chief of ‘the Inspection \Compiiance Branch,
Division: of Mammography, Quality énd Radiation
Programs. | |

There will be tWaAkﬁéin topics for this
particular discuss%on. One:‘will be (similar toA the
inspectién results from the MQSA inspections for the
last three ﬁiscal years; Thé fiécal year:for FDA runs
from October 1lst toiSeptember 30th, and I'll also talk
about from follow-up actioﬁs invol&ed\regarding things
we can do when we find serious problems.

Okay. The inspection results I'm going to
be discﬁssing for this fiscal year, which started

October 1lst ran through AugustVZGthyof this year. All
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of our inspectianvabservatiané from inspections are
broken down\inio three difﬁerentxiaQels{\ The first is
level one, which we consider the_ﬁost'Seriousf This
is the most likely one that might resulﬁvin us taking
regulatory action or conducting a foilow~up inspection
or warning the‘fagility if they don't have a history
of problems.

The next 1éve1 whigh:we Qoqsider moderate
but still significént is léﬁel two, and the last one
is level ‘three,ﬁ'which we consider minor. No
significant problems.

| This.is probably thé most*important slide
I'l1l give for this presentati0n becausa,it shows the
overall pérformanée of facilities]évérutime. If you
looked ét a chart like thisyspreading‘back to 1995
when we étarted ingpections, you Qogld;also see that
it has béen continuously improvingjsince*the beginning
of the érogram.

The 1e§e1 one observatiﬁns,has been very,
very small, for several yeérs»now almost nonexistent
on this slide. YQQ also see a drop in the level two

and the 1level three problems over time, and you're
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seeing that the top line, the blue line is where
things have gottén:to Wefrefabout at 70. percent of
facilities thatihave a clean inspeqtipn.

S?arting hith»soﬁe‘levéllcne prcbleﬁs for
initial éualiﬁicatibn of personnel, the first set of
bars has to do with the physician{eithei(having board
certificéticn or*,?he alternaﬁive@Acf‘ having"ﬁwo or
three months of training in mammography. This number
has been dropping..

‘ATo give:you an,éxaéplekoﬁ thﬁipérspective;

we do about 9,000 inspections. So this is way less

‘than five percenﬁ of ‘fa¢ilitiés that have this

probiem. The lic@hse\prob;em, we\still see some of
that. Mostly we ;hﬁnk\that'sVan\iésue of aliowing the
license to expire and not gétting'it reﬁewad, which is
mostly a technicaifpiqblem and,ﬁetirealiy related to
quality, or that‘tﬁey don't have:any documentation at
the facility>duringithe inspectioﬁ‘\

For the medical physicist, pretty much has
just gone éway. Wékdon't sée/tob,many)problems with
the physicists at all anymore. . We still see some

problems with the technologists. Once again, this is
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a very, very small number of\facilities considering
the number we inﬁpéct every year, and that has also
been drogping. |

In the QC area, once again, we have some
problems, but'theyiie‘nat that signific&nt in terms of
overall\numbers.l ﬁe have an observation for if they
have failed to do processor Qchfér five consecutive
days or more, that will get them a level one, and
that's around 30 to 40 facilities. Processing Qut\bf
limits, when. they;re outside thé actual 1imits on
their pr¢cess¢r charts.

The tﬁirdvdategpry iSVWherékwe look at the
number of days in a month, the péxcentage. That is
also very small, and the last‘colgmn‘is when there's
standarszC’missingf

The first few chartsfon/this, these are
tests that are doné during ;hepinspeéti@nJ All of the
ones that are Veryq low are relating to test
inspectors. As you can see, it's much less than 20
facilities for any’of those bhantqm tests, either the
spec groups, the fiberé or the masses that are broken

down individually. So there's a very $mall number of
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problems that we‘re finding with phantom image
testing.

Under @roéessing},which is a test we do,
it's called the ;step test, which is a test of

senéitometry where we actually run a £ilm through the

processor and compare it against a standard. We find
very few problems with that ~these days. The

processing has gotten much better;

We dthina a ﬁertaiﬁxhumbe?,of problems
with fog when we 95 in to test the fog in the dark
room, but once aéain, we'reltalkiﬁg'about much less
than five percent of facilities.

Tﬁese afe(problems\relétingftoAtheﬁsurvey.

The first column is where théﬁe?s_moreﬂthan 14 months
between the. annu@i survey.A/ Even though they're
required:to\have an annual survgy, we alléw up to 14
months between surveys before we ¢cﬁsider it to be a
problem.

T\he‘ ne:fct column" izs when we go into t'he
facility, and the last survéykwas more than 14 months,
but they héven't‘had"a\more receﬂi‘survey during the

inspection. So it's a much bigger problem when we go
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in Eecauserf the timing. rwe‘uéually see the last
survey apd . the ;one;\beforeA“thaty1being‘ymcre than 14
months. |

The‘next set of columns/has to do with an
incomplete survey whére there's;éitherka,prcblem with
the tests that weré done or therefwaré.missing tests
from the survey. ASoAthe\survéy‘Qas dQne, but  there
was a problem with/it{

‘The next column has to do with the X-ray
unit. When they installed a new X-ray unit or they
have a major”feﬁaif §n the ﬁnit, they;have to have
mammography equipmént’ evaluaticn"done gby' a medical
physicist, and thié colgmn ﬁas’té‘dn’ndth -- these
were not done -- once  again, thiS' is a very small .
numbér bécause ifkit;s a unit,\thgy:have to go through
accreditation. So:they'reAgoingAtb havé to have it
done:anyway. So this is a fairly/rare QCCur:ence.

<The,ﬁeXt one is/wheré/ﬁhey*install‘a new
processor of ’the? ’have a major repair on the
processor. Once aéain, they’ﬁaveﬂto haye the medical
physicist come in' and do “an 4évaluation, and we're

seeing very few problems in that area.
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These are tes;ithﬁthat‘ are done by the
inspéCto; during the tests, andll‘added this slide for
comparisQn purposes,becauseLWeVre,goingAto be talking
about what things we do during. inspections and
streamlining inspectiéns duringithefnaxt\discussions.

The fi;étlcolumn is zgro,,énd there's an -
asterisk‘thare\théoinp out'thé; we have not - seen a
dose wvalue exceediﬁg\ 300 millirad in -an inspection
since,19§7.‘ It héé*basicallngene\away gs‘alproblem.

So we're still dding*thé ﬁesting, but we
haven't :founﬁ \aﬁ§, prOblem since 1997. - Exposure
reproducibility,,almostnongxisteﬁ#.: It looks 1like
about ten faé@litiés out éf aboutx9;OQb’inépections.
This is a test to see that shooting thé'x;ray beam
several/timéstithfthe phanﬁomlin the beam produces
the same ievel \of radiation. Beaﬁ guality has
basicall? géné awayfas a problem./k

We still =see a gertainu number of
facilities with'the,alignment tests, buﬁ thisvinvolves
several different’tests we dojin the»inépection. One -
is oyersizing<of ﬁhe X-ray beam On/tha film. It also

involves  where the compression paddle is in relation
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to the film and the chest wall of the X-ray. So there
are seveﬁalwdiffereﬂt\p:obleﬁs thatfcan get\a facility
here. So it's not/ﬁust one test. |

But évén taking. that into cansideration,
there's still a small number cf fa§i1ities, less than
five percent.

Getting into somewiﬁtérpreging physician
qualifications,,r@éﬁologistunalificdtiéns, and 1e§el
two, one is the initial CME. That's éither.having 40
hours Qf:training in mammography or 60, depending upon
why the 'physician ,qualified.\ Onge,:again,y that's a
small problem and has been’deﬁreésingwx \Thelinitial
experienge is the 240 mammbgramS*»readf within a six
month period. That;s very small.;

We see more problems with continuing
experience, contin@ing édudaﬁién;w but those numbérs
have been going d@wn/ovef\time, and as you can see,
the continuing eduéation has beéanropping, too.

Technologists ‘qualifications. ~ The
mammqgraphy trainiég >ié that: thgy have to have 40
hours of training in mamﬁography with supervised

examinations. Once again, we're almost seeing no
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problems with that. As with i:he;physic’iar;s, you're
still seeing écme Qroblems with ‘con}tinuihg experience.
The continuing éxperience, Visi to \hévye‘ read. 200
mammograms in a 24-month period, and the continuing
educat‘ioﬁ in a é’imilar position. I sifill see some
problems, but tucy are decreasing.

/Medicaly physicist, initial training or
initial expefiencég requirements. /_Once' again, we're
seeing aIiLszt/no pagqblems at all 1n thét area. Also
having someypr‘oblamjs with thé con*;inuing\ education and
experience, but as you can see, it's aimost
nonexistent compared with 9,000 inspect;io;fxs a year.

Get*tiﬁgj onto medical records and reports,
we have a \pr/c;bleiﬂ\.e The f,acility: has a ,prébl,em with
sendiﬁg out p’atietﬁt& ’lett\e,:tjé or mammography reﬁorts
within 36 dajrs.” Tﬁey can get a lévelf one for that.
We consider t,hat a very serious. prc;blerﬁ.* Once again,
this is 3ust a small number of facﬂ.ltles. Way less
than f:Lve percent éf faCllltleS get th;s&problem So
it's pretty much a, ,non—problem these ,days.

We do; see some. “problems with the

assessment categories. A lot of that has to do with

NEAL R. GROSS
GOURT REPORTERS AND TRANSCRIBERS

1323 RHODE lSLANU AVE., N. W.
(90N D444 WASKHINGTON [ Y 200NRA7M waanar naalrarnee roam




(¢

10

11

12

13

14

15

16

17

18

19

20

21

22 |

57

wording. We're st%llkseeingvpzobleﬁs With that, but
we don'#lconsiderfthat to betalsigniﬁicant problem,
but it is deciéasing, and reports without the
physician beiﬁg idéntifieda thét’s almost gone away

altogether.

. B

-~ I~ G -
the first one has to d

C Wi
unit. When we first went in with thé»finai regs. in
1999, requirements ' that, forAinstanée*ithey have to
have two' film sizes for each mamgégraghy ﬁnit to do
the 24 by 30 and the 18 by 24. ,MOgE of those problems
have gone away,  §lmpst ndnexistanﬁ problems these
days.

We still see some problems, though very
minor, with the pro§eduré for cgnggmér complaints, and
that has:beeh goiné down, I thiﬁk;,ag‘the facilities
get ’better educated ‘as - to exactly what we're
expectiné, and the procedure for infection control,
once(again, that's a small(number,efkfaéilities. - Once
these procedures afe in place weiusuélly don't see it
from year to year. So a lot of these could be
facilities that are new or hévg changed their

procedures and we find problems with them.
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This has to do with ﬁhe:msdical ocutcomes
audit. The‘first‘bne hasvto do withgﬁoﬁ all of the
positive mammograms are eﬁtered into ﬁhexsystem. Once
again, this is a very’small problem.

The seéond, one, even thouéhg it says no
biopsy results, wﬁat we'reAactﬁally talking. about is
theyfhaven't gotteﬁ\all ofuthelbiopsy réSults for all
of their pcsitive,mammograms\or they(can'tAdchment
that they have madéwan honest at;empt*tb get all of
those regultéi |

The third,cne hés tovdaxwitﬁ they have not
identified énﬁaudityiqtefpreting;pﬁysician for -- this
is an aﬁnual audiﬁ. The third one is, which we've
seen more prleems thén theflast three categories, but
stili very small. fThe anal?sis\is ﬁot'done annually.

They're‘ requiredjkto: do an annual analysis of the
results.: | |

The last one is that»théy:haven't broken
down the analyses by“ each interpreting physician,
which they're\required to do{ an the IQSt one is that
they haven't done"aﬁ analysis for ﬁhe emtire facility.

They may have\bréken it down;by:each;physician, but
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they donft have élAcomplete -analysis for the whole
facility;or they ha§en't done<it'at all.

| This<0§e\has to. do with qut if’they have
any problems, andfif you go;badkvtd all of those other
problems where W¢: talked about' quaiifications of
personnel, if’they have any problem, they get cited
for this, and there's also a situation where -- and
it's a géod timeitéAmention'this w—\if £hey go ih and
there's ‘somethingygmiésing from the filé, but the
facility can‘juStify that the documentation exists and
they can obtain fit within fiVé days éfter the
inspection and they\can‘provide tﬁgt to -the inspector,
either éax it to: the//inspectgr :or éet it to ‘the
inspectof before they send‘the,iﬁﬁpectipn to us. We
allow the inspector to remové thét\observationAfrom

the inspection, but they will still get cited for this

thing because they have to have their documentation,

their paper wOrk‘réady for theiihééectiqnﬂ

So we\éonsider,it‘é problem, and we want
to track these préﬁlems; Of‘all the things I've show
today, this is go#hg to be the highest because, you

know, there's always going to be something at a lot of
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facilitiés that,ithey're going  £0~ have a problem
somewhere, and so this is still less than about ten
percent :of faciliﬁies, but still @oré. And once
again, it's stillﬂbéen sométhiﬁgfthat\is decreasing..

Okay. :The neXtipartFCE the\talk is I'm
going to be disbnésing acti@ns that we ?an take after
inspectigns ~and for facilitiés; that have ongoing
problems, onée again, most  of what you saw in the
previous slides hayeﬁto do wiﬁh pfobiems that aren't
going to. result injthese kind of ﬁhings. It's just a
very, very small number of faéilitieg that have
problems;over ana over again!/apd that we've\decided
we've wafned them'épd(they/still have\ﬁroﬁlems.

The typés of things  that we can do, the
first thing we‘woqid probably\considéf is a follow-up
inspectién, Aand ﬁhe folloﬁ-up Aiﬁépgction would be
done, Iét's/ say, for aAileVel‘ one ‘problem at a
facility. Let's say the fadility had responded to the
level ohe. a WellQ we kﬁeﬁ‘ the fécility had some
problems in the pa%t{ and even théugh th@Y‘re telling
us what they‘re\goﬁng to db’té,corréct the problem,

because of their track record, we want to go back in
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there to see that everything has been corrected
permanently. So we might go in. Since we're doing an
annual inspection, we might go in about midyear, about
six months and go in and check to,seeyif everything is

okay.

do with evaluating whether the problems at a facility
could affect clinical image quality is we can do
additionél mammography review. In the wvast majority
of situations the facility's accreditation body would
be done the additional mammography review, but our
regulations allow for us to havé somebody other than
the accreditation body do the review, but that would
be under very unusual circumstances where that would
occur.

Should the results come back from that
additional mammography review that the patient's
facilityfs mammography quality represented a serious
risk to human health, we have the authority to require
patient and physician notification about those
problems so that the patients are aware that there's a

problem or a potential problem with their mammogram.
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Another thing we can do if we have a
facility that has a lot of problems is something
called a directed plan of correction. This is a list

of conditions in addition to what's in the regulations

for them to operate. This 1is something we can do
instead of shutting the facility down We think we
can work with the facility. It requires a lot of

monitoring.

For instance, a typical thing they might
require would be that they would have to send in
records to FDA, let's say, on a monthly basis, for
instance, quality control records or any other things
that we think requires the requirements to be put in
the facility so we are assured that they are operating
in compliance, and it also could invoiVe additional
inspections where we go into the ’facility and
requiring them to come up with more detailed
procedures than wmﬁld be required of the regulations
so that we know that they're keeping track of things.

Civil money penalties is pretty self-
explanatory. - This involves fines that we can levy

against a facility that is in violation.
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The next one is i1f these other things have
not worked, if we've tried to work the facility.
We've given them warnings. We've even put them under
a directed plan of correction or we believe that they
have a sérious risk to human health, let's say, from
an AMR, additional‘mammography review,

We have the option of suspending their
certificate. If we suspend their certificate, they
have to stop doing fmammography until we 1ift the
suspension, and another option, which we have vyet
used, 1s revocation. This would be a much more
serious wversion of suspension. They would have to
stop doing mammoéraphy, but the ownernoperatdr of the
facility could not own or operate a facility for two
years if this occurred.

The last one is injunction. This is the
only one on this 1list that would actually go to
federal court. We consider this somewhat of a last
resort because we have all of these other tools. We
usually don't have to go to court, We\can deal with
facilities in that, but up to this point we have not

used injunction.
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Injunction basically is a court order that
would shut the facility down. There are only two
conditions under which we can use this. One is that

the facility's mammography is a serious risk to human

health. . Since we wusually suspend the certificate if
we find that to shut the facility down, we would only

go to court if they continued to do mammography after
suspension.

Another one is if they were performing
without a certificate. Onice again,'usually when we
find a facility that's performing mammography without
a certificate, after talking to them they usually shut
down until they can get reinstated or apply to an
accreditation body to get a certificate. So most of
those are not real problems, bu;‘if a facility just
decided they were going to continue without a
certificate even after warnings, we would have to go
to court to shut them down.

Follow;up inspections. We checked on
corrective actions for serious problems. Usually it's
a level one, though it could be repeat level two.

Usually if a facility has recent problems, if they
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haven't had problems in the past, we probably will at
least evaluate their response, and - if it looks
adequate we probably won't need to do a follow-up
inspection. So it's usually a facility that has a
level one or a repeat level two, but now they have

am - - la ! ey

ore problems in th we ! y take

he past. So we can't really
their word for it as far as(their corréctive action,
and it's usually 1imited\t6 certain spécific problems
because something we believe we can monitor without
actually having to go in the facility.

Additional  mammography  view, as I
mentioned, it's usually done by the accreditation
body. It can be anything from two mammograms all the
way up to 30 mammograms, and if there's a serious risk
found in the review, we would require patient and
physician notification.

Some examples, 1if we find a level omne
phantom image failure at inspection, we do a limited
review, usually two mammograms to check everything is
okay with the clinical quality. The level one for the
interpreting physician, we theoretically could do

that; in most cases is related to qualifications. We
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usually are able to resolve those problems without
having to do an additional mammography review, and in
many cases 1t's more practical. If they can't
document that they meet their initial gqualifications
at a level one, we may actually have the facility,
have another qualified interpreting phyéician rereview
all of ’the maﬁmograms read by that interpreting
physician. So sometimes that works better than having
to do an AMR, and that assures that all of the
mammograﬁs are read by a qualified interpreting
physician.

If we have problgms, we from time to time
have complaints about clinical image quality that need
to be investigated, and feally the only way to do that
is to have the accreditation body look at clinical
images to assure how bad the problem is or if there is
a problem.

Overall, quality  assurance failures,
generally when we find a lot of problems in that area,
we're usually taking some other action, and because we
found these problems, wé have to have some assurance

that they haven't affected clinical image quality. So
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cases.

And with fraudulent record keeping, which
relates to some of these other areas, we usually do --
we have to be able to assure that the clinical image
quality has not been affected by the fraud.

Once again, if the AMR shows a problem
that's a serious risk to human health, we require
patient and physician notification. This provides the
patients and the physicians an explanation of the
problems that were found, how they were found, and
some follow-up actions that the pétie@t may wish to
have another mammogram. The patient may wish to have
another physician evaluate their mammogram to see if
their mammogram is bad enough that they do need
another mammogram.

And we try to use plain language as much
as possible. In the early days we did some focus
testing and found that we have to make sure that
everybody understands what's being included in the
letter, and we try to make it as readable level for

all possible patients that could be notified.
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Directed correction imposes additional
requirements in the faéility and ‘allows us to monitor
what's going on in terms of them sending letter into
us, and it could include additionél inspections.

We only use suspension for very serious
violations. Under the act we can suspend for a
variety bf serious violations. However, we usually
have to give the facility a hearing in advance for
them to contest our intention for suspension. So they
have theloption for a hearing.

We usually do this when we've tried to
work with the facility. Usually if it was rated with
the quality assurance program, we would usually put
them under a directed plan of correction before going
to this or we would use, you kﬁow, some other method
before threatening to close them down.

And if we find a health hazard which is a
serious risk to human hea;th,\usually found through
additional mammography review, the law allows us to
shut them down immediately, and that's usually our
standard procedure for doing that. If we find a

serious risk, they're shut down immediately, though
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they do have the option for a hearing after the fact
if they want to contest the fact that we shut them
down.

Justyto give you some idea of the numbers
of actions we have taken over the course of the
program,kthié goes back to i994 when MQSA started.
Sixty—four,additional\mammngraphy reviews, 17 patient
and physician notifications, four directed plans of
corrections, three civil money penalties. The six
suspensions include we have another opﬁion under the
law that if the accreditation body revokes the
accreditétion of the facility, the facility
certificate will remain in efﬁect until FDA decides
that it  should not remain in effect because of the
problems that were found.

In many cases we have taken actions
directly from a serious risk to human health finding,
an additional mammography review,;which also resulted
in the accreditation body revoking the accreditation
of the facility, and then we remove their certificate
pretty much immediately.

As I mentioned in my earlier talk or
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earlier slides, revocations and injunctions have yet
to be used.

CHAIRPERSON HENDRICKS: Thank you very
much.

Any questions for Mr. Divine? I had one.

DR. DIVINE: Yes.

CHAIRPERSON HENDRICKS: Carolyn Hendricks,
panel Chéir,

In your opinion, which aspects of the
current routine facility  inspections could  Dbe
completely eliminated without impacting the quality of
the inspections that are currently being performed?

DR. DIVINE: Well, one of the things that
we have been considering. remo&ing because, as I
mentione&, we do a dose tester in each inspection on
each X-ray unit, and we haven't found any problems
since 1997. So it's very hard to justify doing that
test every year if we don't find any problems every
year. That would be one I would ﬁention"

And if we eliminate that, we would also
probably be eliminating the reproducibility test

because that's all done in conjunctioﬁ with it, and
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the beam quality test also because we find very few
problems, but those are the things that stick out in
my mind.

CHAIRPERSON HENDRICKS: Questions? Mr.
Passetti.

MR. PASSETTI: Bill Passetti.

You mentioned ﬁhat you haven't seen
anything exceeding the dose limits and how long. do
you know what the current ‘average is that you're
seeing tﬁroughout the facilities?

DR. DIVINE: I think it's about 1.7
milligray, which is about 170 millirad. That's my --
1.7, 1.8 I think. It's been going up a little, but
that doesn't result in any problems with thé dose
testing.v

I think the reason it has been going up is
that there has been a preference for darker
mammograms, and usually that?s achieved through using
a littlé higher exposure to the patient, but that
hasn't resulted in any noncompliances by going up in
the last few years.

CHAIRPERSON HENDRICKS: I have a follow-up
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gquestion. Would those changes that you propose
related to elimination of those steps in the
inspection significantly reduce the inspection time or
expense of the facilities in your estimation?

DR. DIVINE: The inspection time depending
upon how many units at the facility and the particular
inspector. I think if we eliminated the radiation
exposure test, that might reduce the inspection time
maybe half an hour per unit. That's just a guess off
the top of my head. I don't know how much that would
affect the fee. I couldn't really comment on that.
It certainly would be something we could consider, but
I don't know. I don't have any data on that.

CHAIRPERSON HENDRICKS: Yes.

DR. WILLIAMS: This is Mark Williams,
University of Virginia.

Just a follow-up comment on the guestion
of dose. I wonder if it wouldn't be interesting to
look at not just the average in the recorded doses
during inspection, but also look at fhe dispersion
around the average to see what kind of spreads they

are, maybe in conjunction with data from the ACR to
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see whether or not it might be useful considering a
different upper limit. If there is a fair amount of
spread around that average, then it may be tﬁat even
though we don't see violations above 300, it may be
useful to consider other thresholds.

DR. DIVINE: Yeah, one thing I would
mention, since you brought that up, is that there's an
article. I think it's still available on our Web site
where we have a spread of the dose data that we found
during inspections, and so we do have that available.

One thing I will wmention is that we're
going to be looking into this issue, and we're going
to be recording the dose values that aré found by the
medical physicists during the annual survey to compare
against the values that we're finding during
inspectibn so that we have some idea of how close we
are to that and/also, you know, if we're finding any
problems. We're looking to that also

DR. FINDER: Dr. Finder.

I just wanted to add that in addition to
the fact that currently we aren't measuring the dose

every year, the medical physicist measures it every
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year at the facility and the accreditation Dbody
measures it every thrge years.

CHAIRPERSON HENDQICKS: Other questions
from the panel, the audience?

I have another question. Related to your
do not have any violations or any findings a tall,
that would be a global lack of any findings in their
audit, including the other CME  documentation,
requirements with --

DR. DIVINE: Yes, they get an inspection
report that says all items in compliance.

CHAIRPERSON HENDRICKS: And that
represents  just. abéut 70 percent of all the
facilities?

DR. DIVINE: Yes. It has been continually
increasing over the course of the'program.

CHAIRPERSON HENDRICKS: So in vyour view
then, would those facilities then benefit from less
frequent screening if it's those facilities which are
operating at such high quality levels that it might be

okay for them to be screened at a less frequent
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interval and still»maintain that high quality of care
as determined'by the inspections?

DR. DIVINE: Yeah, that's a possibility.
One thing we discussed/at the last meeting was the
results of the inspection demonstration program and
what we found was that there seemed to be an increase
in the number of problems when facilities skipped an
inspection, but you know, there were problems with
that study, but that's what we had found.

Yeah, we are open to suggestions on that.

DR. FINDER: Yeah, this is Dr. Finder.

I just wanted to enhance what Mike said
about this. For those new members on the committee,
in the last reauthorization, Congress asked us to take
a look at that exact issue about whether good
facilitiés could be inspected less £frequently and
asked us to do a demonstration project or program on
that.

We did evaluate a number of facilities
that had been basically significantly citation free
and had them inspected every other year, and the

results of that were placed on our Website, and what
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they tended to show is that even the gﬁod facilities
in the second year of inspection were found to have an
increased number of citations compared to even the
standard facility.

So it has been loocked at at least to some
degree, and at least the preiiminary results were not
very conducive to the concept of having every other
year inspections.

CHATIRPERSON HENDRICKS: Thank you very
much.

Any éther questions from the panel
members, the speaker or the audience?

(No response.)

CHAIRPERSON HENDRICKS: In that case, I
think we'll move to the break. We're scheduled on the
agenda for a 30 minute break or for a 15 minute break.

So we'll reconvene -- I just doubled the break -- so
that we'll reconvene here in 15 minutes.

Thank you very much.

(Whereupon, the foregoing matter went off

the record at 10:24 a.m. and went back on

the record at 10:45 a.m.)
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CHAIRPERSON HENDRICKS: To start the next
discussion, I'd like to invite Dr. Helen Barr to the
podium. She's the Director of the Division of
Mammography Quality and Radiation Programs, and she's
going to lead a discussion of the \Institute of
Medicine recommendations.

Dr. Barr.

DR. BARR: Thank you.

Good morning, everyone. First and
foremost, I'd like to thank you all on behalf of the
division\as well és the office, and indeed, all of FDA
for being here, taking time out of your busy lives and
schedules to come and give us your thoughts and
opinion. .

And as vyou'll hear when I tell you a
little bit about my background, I have been out in the
real world. So I do know what it's like to come from
there, and I can't tell you how much we\appreciate you
all being here.

"First of all, before I start, I wanted to
make just two minor correctiong. Mr. Divine mentioned

that we will be in the process of collecting dose data
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that the physicist supplies to compare to dose data
that the inspecﬁmr actually measures during the
inspection.

Actually we are already doing that so that
we can make a comparison;because one issue we've heard
is that there's possibly a disparity between the
measurements a physicist makes and the measurements
the inspector makes, and I wanted to indicate that we
will be doing that, but wevalready are underway doing
that, and we'll be able to compare those results as we
along.

Second, Dr. Finder mentioned that  the
inspection demonstration program was in the last
reauthorization of MQSA. That wés aqtually' in the
first reauthorization of MQSA. There has been a
reauthorization since then. I jusﬁ want to make that
minor correction.

In the interest of transparency and 8o
that you know a little bit about me because obviously
my background informs naturally the way I work here in
the federal government. I graduated from George

Washington University School of Medicine and did my
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internship and residency in diagnostic radiology
there. I did a fellowship there and stayed on there
on the faculty for two years before I moved to Kaiser
Permanente here in the mid-Atlantic region where I was
the Director of the breast imaging services, including
interventional procedures, for nine mammography
centers throughout the wmid-Atlantic region that
performed well over at that time 60,000 mammograms a
year.

We have the second stereotactic unit in
the Washington metropolitan area. So I Thave
experience in that area since the very beginning of
the modality.

| I came here to FDA -- I was just counting
on my fingers -- I Jjust passed my gixth anniversary
here at ?DA, and I came on as a Deputy Director of the

Division of Mammography Quality and Radiation

Programs, and in I guess about a year and a half -- I
don't know how long -- became the Director of the
program.

So that's who I am. Dr. Finder asked me

before we start on the subject at hand to just mention
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to you a little bit about what we're doing about what
was one hurricane and now is two hurricanes in
relation to facilities and personnel throughout the
Gulf Coast who may have been affected by the
hurricane. We have a significant amount of
information on our Web site related to what facilities
can do in natural disasters and, in particular, what
facilities in the Gulf Coast can do.

Probaﬁly the biggest  thing that we're
doing is helping personnel who are mo{fing to other
states be able to get employment at oth@r facilities.

We here at FDA are looking at thé last inspection
that the‘personnel would have been involved in, and
based on findings from that, providing personnel with
letters so that they can document other initial and
continuing requirements so that they can go other
places and obtain employment right/now.

These are folks that have had records
destroyed in the wake of the hurricane. So Dr. Finder
just asked me to men;ion bxiefly to you that we were
hopefully doing good things.

I'm sorry. This microphone keeps -- if I
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lower it to where it needs to be it keeps tipping.

I also apologize in advance that I am a
great seasonal allergy sufferer. So I've got mwmy
tissues and my sneezing and everything else up here.
So I do apologize for that. Even though I am Dr.
Finder's boss, my constant begging of him to schedule
this meeting after the first fraét doesn't seem to
have gotten me anywhere.

(Laughter.)

DR. BARR: What our job -- you can imagine
what the rest of my days are like.

What I'm going to lead us through here for
the bulk of today and tomorrow ig actually wmarching
step by step through the Institute of Medicine
recommendations. There's a lot of material here, and
we want to get as much of your input as we can on
these recommendations;

Some of them my guess is will require
basically no discussion. Some of them may engender a
fair amount of discussion, particularly when we get to
the part on modification of MQSAyragulations. What

I'd like to do is perhaps not get stuck on the wording
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so much as the spirit of what is being recommended to
be changed because I personally think that some of the
new recommended wording is perhaps as confusing as
some of the old Qording. So rather than get bogged
down on wording, you know, perhaps we can agree on the
spirit, and then if something needs to be changed in
regulation then, you know, expérﬁs on writing that
can take our thoughts and put it down in the proper
language.

Any questions before we begin about
anything or shall we just dive right in;o it?

OCkay. Here we go. |

The Dbackground for the /Institute of
Medicine report is that over the last three years, and
particularly the time of the last reauthorization, a
lot of queétions regarding the quality of imaging
interpretation in mammography have been floating
around, your know, through articles, through public
opinion in Congress, and Congress étruggled with a way
to perhaps look at what the problems in image
interpretation might be before putting anything

specific in the law or taking anything out of the law
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and reguiatiohs.

The Institute of Medicine is a part of the
National Acadenmy of Sciences, and Congress
commissioned a study from them in preparation for the
last reauthorization -- excuse me -- at the time of
the last reauthorization of MQSA in reparation for the
next reauthorization of MQSA in hopes that the
information from the IOM report could be used in the
next reauthorization to improve particularly image
quality interpretation.

Congress at that time -also commissioned a
GRO repoft on access to mammography and a couple of
other issues, and although I know GAO is busy working
on that report because we've been working on it
actively with them, we do not have the results of that
report yét, but luckily we do have the IOM results.
So we're going to go ahead and get started with those.

The Congress' intent that, based on
commissioning a study, for the IOM to look at a step
to increase of interpretation, whether current
regulation should be modified, the effects of

recommendation on access to mammography, and
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identifying steps to insure safe and effective use of
other screening or diagnostic tools.

The report is called improving breast
imaging quality standards, - and . it was done
specifically by the Committee on Improving Mammography
Quality Standards of the National Cancer Policy Board
at the Iﬁstitute of Medicine.

There weré fou: major areas of
recommendation that the IOM came out with, and as I
said, this is é very long, comprehensive report. So
we've tried- to\ take their four major areas of
recommendation, and we'll be marching through ﬁhem
step by step.

Now, one was improve mammography
interpreﬁations.

Two, revise MQSA fegulatiaqs, inspections
and enforcement. |

Insure adequate work force for breast
cancer screening and diagnosis, and improve breast
imaging quality beyond mammogfaphy.

I'm going to start with the first of those

major categories, improving mammography
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interpretation. \The recommendations within this
category‘from the IOM were to revise and standardize
medical outcomes audit, to fapilitate voluntary
advanced medical audit with feedback to establish
specialized breast imaging centers of excellence; to

study the effecti

veness of continui

educatibn, that should say. I know we had that slide
changed, but somehow it's here wrong again. That
should be continuing medical education.

Reader - volume, double reading, and
computer aided detection.  So I'll go through the
first of those recommendations to revise and
standardize medical outcome audit.

This is just a lot of information about
the différent forms of positive predictive value, and
if I can skip ahead here, I'll know: which one we
should concentrate on, which looks like PV-2.

The proportion of all women recommended
for biopsy after mammography, Category 4 or 5, that
are diagnosed with breast cancer. So paiticular note
is that yalue.

And also different definitions for
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different forms of false positive.

IOM recommends that the medical audit
should include the calculation of three core measures:
the positive predictive value two, the proportion of
women recommended for biopsy after wmammography,
Category 4-5, or are diagnosed with breast cancer;
cancer detection rate per 1,000 women; and the
abnormal interpretation rate, women whose mammogram
interpretations lead to additional imaging or biopsy.

The rationale that they include in the
report 1is that MQSA currentiy does not require
calculation of specific performance statistics; that
all of Jthese three things ‘togéther would be more
uéeful than PPV-3. It's easier to calculate. PPV-3
is easier to calculate than PPV-1 or -- excuse me --
PPV-2 is easier to calculate than PPV-1.

That additional imaging assessment not
included in the MQSA audit. I'm not sure what that
means. Let me go back to that. I don't know. I
can't speak to that specifically.

So I guess we'll discuss those first. So

I'll go back to the slide that has the overall
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recommendations.’

(Pause in proceedings.)

DR. BARR: Not only is Charlie Finder a
great  Associate  Director, ’but he's the Dbest
administrative assistant I've ever had.

(Laughter.)

DR. EARR: Which I tell him all the time.

So here is the medical Qutéome audit, and
I'm going to turn over to Dr. Hendriéks\and~mr. Finder
if you héve\any discussion’on this‘matter.

DR. FINDER: Yeah,vit's>Dr. Finder.

Basically as reported in thé IOM summary,
we do not require any specific statistics as part of
the medical audit. We do'require that the facility
identify and track all positive mammograms, and we
identify those read as‘suspicioﬁs or highly suggestive
of malignancy, the fours and fives. They have to make
a reasonable attempt to find out what happened to
those patients and include that in their audit, but we
do not tell the facility what specific statistics they
need to do, whethér they need to do any calculations

at all, in effect.
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And the IOM is recommendiﬁg that these
three measures be included as part of the regulation
that all facilities must do, and we're interested in
hearing from the committee on what they think about
this approach.

CHAIRPERSON HENDRICKS: We've got a couple
of radiologists on the panel. If we could solicit
your opinions first on how these recomméndations would

impact your practice, for example.

DR. FERGUSON': Scott Ferguson from
Arkansas.
I see no mneed for adding increased

mathematical calculations. It would be a burden on
the system,and I don't think would add anything to the
system to increase the number of calculétiOnSVthat you
have to make.
~ Where is that information going? I mean,
who's using that information? What good does it do I
guess is my questioh.
CHAIRPERSON HENDRICKS: Thank vyou. I
think wefll move along a little bit and maybe part of

your question will be addressed as to what the IOM

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
(2NN 24443 . \NA,QHIMQT('\M N NNNR.A7N waanar naalrarnes frrm




10

11

12

13

14

15

16

17

18

19

20

21

22

89

thinks about who should be using tﬁis information.

DR. FINDER: Any other comment?

CHAIRPERSON HENDRICKS: The next
recommendation under this catégory isA performance
measures should be stratified by écreening and
diagnostic mammography. Rationale is difficult to
interpret and compare performance with current
literature ér established databases.

Any comments? Discussion? I know‘ we
heard some in the ACR. Dr. Lee gave some opinions on
this.

DR. MONTICCIOLO: This 1s Dr. Monticciolo.

I'm a radiologist.

Yeah, I agree with the comments that were
made earlier, I think it's very:difficult to start
discriminating between screening and 6iagnostic when
there's differences among practices, what somebody
considers a screen versus a diagnostic.

And so, like Dr. Ferguson next to me, I'm
not sure how useful that discriminatiqn will be and
how that will help anybody. And I'll just add burden

where I don't see much gain.
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DR. BARR: Thank you.

MS. MOUNT: Carol Mount.

I agree. Within our facility we have a
number of satellite facilities, and every one of those
facilities also call screening and diagnostics

different. So I think it would be very difficult to

differentiate.
CHATRPERSON HENDRICKS: . I'd just add a
comment. I think I'm a medical oncologist. So like

the majority of my patients have breast cancer, have
been diagnosed and treated for bf@ast cancer.

I actually think that this may be a very
important point. I think that>Ajust ‘the fact that
amongst ' the panel members out there is a great
difference, and‘ it has Dbeen the definition of a

screening and diagnostic mammogram doesn't mean that

we don't need to establish one. I think the
facilities in this community -- and I practice in
Bethesda, Maryland -- are really overburdened right

now from women who are seeking out diagnostic imaging,
and they Jjust don't have the ' resources for the

radiologist to read those films in prime time.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., NW.
(202} 724447 WARKINGYTON 1O 2OANR.R704 WM nanirrrnes ram




10

11

12

13

14

15

16

17

18

19

20

21

22

91

I think that if the public could be
educated, the word well, the women that we are
targeting for screening could be educatéd on what the
true definition of a screening mammogram, which in my
clinical practice is the screening of a woman age 40
or older with no breast symptoms at the time
examination is done.

I think this is a very important public
health issue, and I think it could really lessen the
burden that certaiﬁly the facilities in‘this area are
overwhelmed with women seeking>out diagnostic imaging
when really they are more appropriate for screening.

so I aon't think that we should abandon
this idea that we could level the playing field and
create a definition of a screening patient that all
facilities could accept. But I'd ‘welcome other
comments about that.

DR. MONTICCIOLO: Well, I think the
problem comes in, just the variations of practice. I
have one surgeon who wants all of his patients with
cancer to be diagnostic, and so we fight this battle

every year, and we have another surgeon when I was at
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Emory. :’I‘he main surgeon, who was a well known, a
nationaliy known cancer surgeon, said, "I want my
cancer patients to be screened because I want them to
feel as normél as possible."

Now, you have thevimplant patients. You
know, should they be screening or should they be
diagnostic? And I think you're right. It would be
nice to have a standard, ?ou know, who falls in where,
but some facilities can't respond to those standards
very easily. So we have to keep that in mind. We put
more restrictions on facilities about what they can

and can't do.

For example, implant patients. We now
can't do them as screening. So we have women that
have to drive 40 miles -- I live in central Texas --

to get their diagnostic mammégraﬂz and they have no
breast complaints, but they happen’to have implants.
So there's all oﬁAthéée varﬁatiOns, and I
think vyou're right. If we had something more
standard, but when we do impose that standard it's
going to have implications. So I'm a little concerned

about access and the difficulty of putting more layers
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CHAIRPERSON HENDRICKS: Yes, ma'am.

MS. PURA: Linda Pura.

We use simple terms as asymptomatic,
symptomatic, and then special views for the implant.
It could be as simple as that, and then, of course,
you have to start subdividing, but those are simple
terms that can be utilized.

CHAIRPERSON HENDRICKS: Also in response
to the issue one of our tasks is to try to decrease
the burden that inspection and mammography has placed
on the system economically and  clinically for the
imagers. The concern about my patients who seek out
or are continually in this diagnostic mode is the
frequency with which they should be studied.

So a very high proportion. of women are
seeking mammography at intervals more frequently than
years. Whereas if we could establish séme standard or
some period of time beyond which mammography more
frequently than yearly could bé performgd in women who
are long term survivors of breast cancer, for example,

I really do think that the burden would be decreased
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significantly.
DR. BARR: Thank you.

DR. FINDER: Would they be screening or

diagnostic?

(Laughter.)

CHAIRPERSON HENDRICKS: ~ In my community
here in Bethesda, the women are used to having -- what

has become quite commonplace is women K want face-to-
face interaction with their radiologist. They'll call
and they'll schedule because they know that a certain
physiciaﬁ is going t be reading that day. Basically
they want an appointment slct; youAknow[ to meet their
mammographer after their imaging.

And, of course, when you 1loock at flow
through a mammography unit, that can really cripple
the flow and /decrease the number Qf, high (quality
images that the facility can read and the radiologist
can interpret.

So, again, it's more of axgmbliq health
issue to educate women and their fami;ies and their
physiciahs on high quality breast care, you know, at

the expert level because there are experts in images,
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of course, who understaﬁd the requirements and which
women wduld, benefit from more \frequent imaging and
which  women require screening and diagnostic
approachés.

DR. MONTICCIOLO: I agree with you. I'm
in favor of increasing education. I'm just not sure
that separating out audit data is going to help. To
me that seems like an extra burden, but I like the
idea of getting a more standardized approach to who
gets screening, et cetera.

DR. BARR: Thank you.

C under recommendations option, that
facilities should have the option of combining audit
measures for physiéians at multiple facilities. Their
rationale in the report is that the data would be more
meaningful or is more meaningful when larger numbers
of exams per physician are analyzed.

 Char1ie, do you waht to comment on what's
currently the --

DR. FINDER: It's Dr. Finder.

I just want to kind of provide some

background of where we are right now. Under the
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current regulations, each facility is required to do
its own éudit. So the data has to be done. Whatever
data they do or whatevex‘»calculations they do, and
again, wé don't require any specific calculations, has
to be broken down by facility and by individual
physician at that facility.

Part of the reasoning behind that is we
have auphority' over facilities, not over individual
personnel, and that's the entity that we can hold
responsible for making sure that that happens. Once
you start expanding out to other facilities, it
becomes more problematic.

Another issue was that since we did not
require that the audit be done, either broken down by
screening or diagnostic, we felt that if we could at
least keep it to the facility level, then all of the
physicians at that/facilitwaould\basically be in most
cases lobking at the same populations,yand they would
be able to compare whatever analysis was done at that
facility with the other physicians at that facility,
and that was our purpose basically for the audit. It

was not for a national collection or anything like
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that, but just so the physicians at the individual
facility could compare themselves with the other
physicians at that facility.

So in that sense, our: reéulations talk
about these analyses being done facility specific.
Now, we have adjusted to that. We actually have
approved an alternative standard which allows mobile
facilities in which their mobile units are each
individually certified so that their own facility, but
where the physicians are the same and these mobile
units all go kind of round zrobin ~to the same
populatibns.

We have allowed them to combine their data
into one audit, but we have not done that yet for
fixed facilities, and part of the reason is we
couldn't be -- one, we didn't even get an alternative
standard request for that specific issue, but the
other is we do have concerns about how you're going to
combine data from different facilities to make a
cogent analysis. |

| I1f, for example, one facility is screening

basically and another one is primarily diagnostic,
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what happens to the data when you combine those two?

But that's why you're here, and we want to
hear what you have to say about this issue because it
is being constantly brought up.  As part of our
guidance, we do suggest that even though according to
our regulations you must base this on a facility,
individual facility, we do recommend that practice
groups that practice at multiple facilities combine
their data and do a second analysis to get their data
and look at that also because we do believe that the
increased numbers can supply additional information.

But again, our current standard is the
audit has to be facility based and thenibrcken down by
individual physician at that facility.

CHAIRPERSON HENDRICKS: Any comments?

DR. FINDER: Commen;sy thoughts? Do
people think‘it would bé a good idea if we allowed
multiple facilities to combine their audits and just
produce one set of data?

DR. MONTICCIOLO: It seems to me as a
radiologist that what you're interested in is how the

physician is performing. So if they read at multiple
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facilities, I see no problem with that. i would be
strongly in favor of allowing them to combine data
because the larger your numbers are, the larger the
samplingyand the more accurate look you're going to
have at that person.

CHAIRPERSON HENDRICKS: I have a comment.

In this area, in this geography, ﬁhere is multiple
satellite offices. So certainly I would support, you
know, the data to be combined for multiple satellite
offices :when there's one large clinical practice
responsible for providing the mammograﬁhy services.

DR. BARR: Thank you.

DR. FERGUSON: My question would be are
you talking about mandating or are you talking about
allowing them to combine their data?

DR. FINDER: It's a very ébod guestion.
It could be either one, depending on what kind of
advice we get.

DR. BARR: And i think maybe D speaks a
little bit to that. The recommendation is that audit
data céllection and analysis be wverified at

inspection, but not collected -- I assume they mean
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collected ~-- be the FDA, and the rationale 1is no
change in procedure one because regulator is not able
to verif? the accuracy of the data.

DR. FERGUSON: I guess my question goes to
this data is for the physicians to judge among
themgselves how good a job they're doing. It's not
used for any other purpose, right?‘

DR. FINDER: Well, correct. Under the
current regulations, the information obtained from
that audit is supposed to remaiﬁ at the facility. We
do not collect that data. We do not create a national
database or use that data except to see that it has
been done. That's all we do.

DR. FERGUSON: And so I would favor
allowing rather than mandating because this is for
physicians to improve themselves and see where they're
shortcoming, and I think they should be measuring
those standards against one another, aﬁd if someone
needs additional training or whatever, they take care
of it.

But as far as mandating it, it doesn't go

any further than the group. I don't see where you
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