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PROCEEDINGS

MS. HARVEY: Gobd morning and welcome to
this'meéting’of theiNétiOﬁal Mammography Quality»
Assurance Ad&iéory Committee. ‘We'welcome you.

Dr. Finder.

Conflict of*Intereét Statement

DR. FINDER: I would like to begin this
part of the meeting by reading thé conflict of
iﬁtereét statement.

The following anncuncement addresses
conflict of interest,issues associlated with this
ﬁeeting and is made.a part of the record to
preclude even the appearance of any imprbpriety.

To detérmine if any conflict existed, the
Agency reviewed the submitted agenda and all
financial intereéts réported by the committeev
participants. Thé Conflict“bf Interésﬁ Statuteé

prohibit special government employees from

participating in matters that could affect their or

their employer’s financial interesté.v HoWéver,‘the
Agency_has determinéd‘that'participation*of certain
members, the‘need fér‘whoée éervices oufweighé thé
potenti;l coﬁflict‘of‘inte£ést,iﬁvolved, is in‘fhe
best interest of thé governmént.
Therefore,fwaiverS‘ffom full parﬁicipation
'MILLER REPORTING COMPANY, INC.
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in general'matters that come before the comnitteei'
have been‘granted’for certain participants because
of their financial‘invelvement‘witn facilities that
will be subject te:FDA’s regnlations on mammography
quality standards, with accrediting, certifying, or
inspecting bodies, with;manufacturers.of'
mammography equipment, or with their prdfessional
affiliations sinde‘theSe'Qrganizations could be-
affected by the cemmittee’s deliberations.

These individuals are: Carolyn
Brown-Davis, James Cambnrn,‘Nancy Ellingson,
Maryanne Harvey, Amy‘RiQSby,.and Drs. Kambiz
Dowlat, Jessica Henderson, Debra Ikeda, Andrew

Karellas, Amy Lee, Robert Nishikawa, Etta Pisano,

Catalina Ramos-Hernandez, and Donald Young..

Copies of the waivers may be obtained”frem
the Agency’s‘Freedom of Infermation Office,‘Room
12A-15 of~the Parklawn Building.

Several of our members alSo reported that
they receiveiedmpensation for lectures they have
given or will giﬁe on mammography related topics)
hewever; they.have;affirmed that‘these‘lectures
were offered‘because'of;theiryexpertise‘in the

subject matter, and not because of their membership

on the committee. =<
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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

Il such involvement and the exclusion will be noted

fbr the record.

With’respect to all other participants, we
ask in the interest Qf fairness that all persons
makingvstatements or presentations disclose an?
current or previous financial involvement with
accfeditationvbodies}-States'doing'maﬁmdgraphy
inspections,under'contract to FDA; certifying
bodies, mobile units, breast‘implanﬁ imaging,
consumer complaints, and mémmography(equipmeﬁtu

MS. HARVEY: Thank'you;‘Dr; Finder.

I think I would ask first that we all give
our name and a little‘bib, so that wé‘will kﬁdw 
each other a littie better as we begin ourvday:

Dr. Lee, would vyou begin; please. |

.DR. LEE: My name is Amy Lee. I

originally started out as an ob-gyn, but curréntly

‘my specialty is public health and general

preventive medicine.. I am ‘currently the program
director for the Northeastern Ohio University'’s
Master of Public Hedlth Program and also an
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
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7
administrator for a local breast:andjcervicai
cancer prbject.

’DR. DOWLAT: I am Kambiz Dleat. vIt says
Dowlatshahi, but éveryone‘knOWS me by Dowlat. I am

a surgeon in Rush University in Chicago. My
expertise is in’steréotactic, and I was just
telling Dr. Finder there is hardly anything on the

agenda on the’sterectacticﬁ but nevértheless, that.

is an area that I have been involved for the past

15 years. I spend most of ﬁy praétice in the
diagnosis'and treatment of breast céncerp

DR. IKEDA : I avaebra Ikédé from Stanford
University in Stanford, California. I am an
Associate Professér, and I\am Director of Breast
Imaging atvStéhfofd University. I am a
radiologist. |

MS. ELLINGSON: I am Nancy Ellingson. I

am a radiologic technologist; I have been involved

with mammography 40 years in one form or another..

I am currently a program reviewer for continuing
education at the American‘Society of Radiologiqv
Techﬁology. I have,served on both Oregon and New

Mexico licensure boards, so I kind of come at this

from Several”different'perspectives. My contact is

with the‘mammographgrs‘and helping them with

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E. '
Washington, D.C. 20003-2802
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Ms.’BROWN-bAVIs: Good morning. 1 am
Carolyn Brown—ﬁavis; I am é consumer
représentative bn this board. I am an eight-vyear
sﬁrvivor twige‘of breast. éancer, and I am also the
Executive Director of an organization‘called Breast
Cancer Resource Committee;‘ We are an advocacy
group for African-American women diagnosed with
breast cancer. Thank you. |

MS. RIGSBY:, I am Amy Rigsby; ’I have been
a radiological technologist fof 23 years and a
dedicated mammographer for 16 yéars.‘ Presently, I
am a technical direqtof.at thevRoéegBreastvaaging
Center-in Houstdn;’Texas;

DR.‘HEﬁDERSQN: My name is Jessica
Henderson. I am a consumer representatiVe. I was
diagﬁosed with breast cancer‘seVen years ago. In
the ﬁeantime, I haVe jgst'finished a Ph.D. in
Public Health. I am a fécilitatbrvar the Corvales
Breast Cancer SuppOrthfoup;_

"DR. RARELLAS:» I am Andrew*Kafelias; \I>am
a‘medical physiéist’specializiné in x—ray imaging

and in mammography. I am also Professor of

'Radiology at the Départmént of Radiology at the

University of Massachusetts Medical School.
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DR. PISANO: I am.Etta Pisano. I am

‘Professor of Radiology at the University of North

Carolina, and I am Chief of Breast Imaging.

MR. CAMBURN: ' I am Jim Camburn. I am

‘Chief of the Radiation Control Program in the State

of Michigan. We oversee approximately 10,000

different x-ray facilities, 350 of them are

mammography’faciiities, and our staffvis

~requhsible for inspécting‘them all, both under

MQSA standards and under igdependent Staté”
standards; as-well:

| DR. RAMOS—HERNANQEZ:‘ I am Catalina Ramos,
a consumér representative. ‘I work for the National
Breast Cancer Crgahizatidn. ineviouSly; I was
trained as a medical doctor and I;have worked in
the area of patient advocacy for the last 15 years.

| DR. YOUNG: I am ﬁdn Young . I am Erom

Iowa City, Iowa, former Professof of Radiology‘aﬁd
Director of the Breast Imaging and Diagnostic
Center at the Universiﬁy of Iowa Hospital. I have
had a quarter centufy-interest‘in mammography and
inédepth invdlvement,‘adtuélly was projectmdiréétor
of one bf'the early VCDDPs.

| ’DR.~FINDER: ., amFCharles'Findef. I am
the Executi§e Secrefa;y of this,committeé. ~I'am-

MTLLER REéoﬁfING'COMpANY, INC;
735 8th Street, S.E.

Washington, D.C. 20003-2802
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also a radiologist and the Aesooiate7Director'for
the Division of Mammography Qnality and Radiation
Programs at the FDA.

MS, HARVEY:"I am Maryanne Harvey. I am
the Chlef of the Radlatlon Equlpment Sectlon ‘and
Secretary to the Board of Radlologlc Technology of
the,New York State Department of Health.

My mother has_had-breast'cancer, as has

one of my aunts, and so I have interest from both a

personal and a regulatory in mammography for over

15 years;
i am pleased to weicome everyone'and to
get to know you better.
Now, I thlnk we w1ll move 1ntovComm1ttee
Businees.
Committee Business
DR. FINDER: ‘This‘isiDr.‘Finder‘again.e I
am going to pass aronndrtheSe sheete‘of paper,
asking‘all the membere on‘the committee to‘giVe me
their latest mailing address, phone_numbers;»fax;
and especially e-mailtbecause we have been having
problems gettlng some of the materlals out to‘you
by fax,vand I would llke to try and do it by
e—ﬁail. |
V‘In‘addition‘to the committee members, I
MILLER REPORTING COMPANY, INC.
7735 8th Street, S.E.

Washington, D.C. 20003-2802
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would ask any of the federal liaisons oht in the

audience and also the AV reps if they could give me

‘the same information because again, I am going to

tryband send out all the preliminary\information‘
now by e-mail instead of by fax or even by mail.

MS. HARVEY:‘ I would ask each of us to say

our name, state our name before we begin to speak

to help with the traﬁscription‘of the meeting
today.

The next item on our agenda is the
Alternativé'Standards Requests. Dr.‘Finder,kdd‘we
ha&e any? o |

Alternative,Sténdards Requests

DR. FINDER:> Thé short answer ié no,bbut'
let ﬁe go fﬁrough a little bit of baCkground‘on'
this. FDA may apprové an-alternati§e“to a quality
standard under‘the régulatiOﬁ Sectibn_9bo.12.when
the Agency deﬁermiﬁes that~the‘p?opdsed_alternative
standéfd will be asg leést as efféctive in éssuring
guality mammography askthe*standard iﬁ proposed té'
replace and the pfoposéd élterﬁative is'too iimited
inrits aéplicability to justify an amendment to:the
étandard,'or it foers“an'expected'beneﬁit to human
health that is sovgreat thétifhe’time-requiredLEOr
améhding the standa¥d would pfesent an |

MILLER REPORTING coMPANY, IN&,
735 8th Street, S.E.

Washington, D.C. 20003-2802
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unjustifiable risk to the human health, and the

granting of the alternative in keeping with the

purposes of the statute.

Since,the September meeting, the Division
has ﬁot apprgved any‘alterhative standaras.

MS. HARVEY: ‘Thank you.

~The next item‘on the agéndakis oﬁr open
public hearing: |
Open Public Hearing

DR. FINDER: Again, E would liké toimake
the.statehent that wé did ﬁave one person who was
scheduled to be a public:speaker, however, late
yesterday she called and said that she would be

unablefto attend, so at the present time we do not

have any public speakers.:

MS . HARVEY& Thank YOu.

Now; we.will move on to the Open Committee
DiScﬁésiOn and we will begin‘with Dr. M&ﬁradf wﬁb:;
will 5e talking to ué today on an overviéwsof.MQSA
inspection standards.

Open‘Coﬁmittee DiScussion 
Overview ¢f MQSA Inépection Findings
Walid @. Moﬁrad, Ph.D. -

DR; MOURAD:‘ "Thank you. Godd mdrﬁin§f

My name is Walid Moﬁrad and I am with tH§ '
MiLLER,REPORfING COMPAN?,_INC;
735 8th Street, S.E.

‘Washington, D.C. 20003-2802
' (202) 546-6666 '
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Inspection Suppoft Branch with the Division of

_Mammography Quality and Radiation Programs with the

FDA.

[Slide.]

This morning I would like to give you a
little ovérview of the MQSA program‘f:qm day one
aﬁd”conclude with>where we are‘todéy and ﬁhere we
hﬁpe to go.

| tSlide.]

Firét, I will give a'littlé, brief
background'about the’histdry of MQSA and ﬁhen I
want to discuss the finding levels from a
historical,ﬁoint of view, that is, from the firsﬁ
time we started qondﬁcting inspections.

Then, I‘want fq concentrate on thé Lével 1
and Level 2 findings, the highest‘findiﬁgs, aﬁdlI
want to concentrate onithe lasﬁ coupie df Years
under the final'regﬁlations.‘ Then,‘I wili Conélude
briefly with é couple df prbgfamskthat are
underway. o

[Slidef]i

As yéu all know;‘MQSA Was,enacﬁed“into law
iﬁ‘Ocﬁober 1992 by»the U.S  Cbngress, éna”authofity
to éxeCute the programVWas de1égated‘to the?FﬁA‘
sometime.in 1993. The Interim‘Regulaﬁiéns then
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were published in Dedenbe® 6f 1993 and they became

leffective in Februaryyof 1994, and MQSA was then

ready to'go;for mammography startinngctober 1,
1994. So, that is the background.
‘Later on, of course, the Final Regulations

were published in 1997, October, and they became.

effective for the most part, most of the

requirements were effective'on'April 28,,1999.

In,thé'meantime, aléd,‘before’théy became
effectiVe, MQSA was reauthorized by Congress and
signed intélaw_in Oct§ber 1998. A couple of
things came intb béing as ‘a result of the
reauthofization,fand thatiis,‘the lay'summary must
be‘sént-to alljwomen, nOt'jQSt‘the‘ones that are
self-referred as’undér the'interim regs.

It aiso‘dictatedrthe releaée of the
original ﬁammograms whetﬁer temporary or perﬁénent‘
upon requéét by the patient,_and;the thira iﬁem,
thét came in there wasfthé‘demonstratioﬂ program,
or it sﬁated that the Seéﬁetary of Health and Human
Serviceé may inStituﬁe a prOgramjpb inspectﬁ
facilitiés\atba frequency‘of.less‘than annual?
There will be talks about this later. |

TSlideflb

Befpre‘we e%lk‘abqut inépection findings,

: MILﬁER,REPORTINé COMPANY, INC.
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I need to téll yol what the inspection actually

entails, so this'slidelshows‘yeu the inspection

‘scope. I have divided it into several sections

here te just give you a little perspective.

_Thebfirst‘is thevequipment performance
section whereby the ihspeetor goes in and performs
some tests on the unit aﬁd‘the‘processor‘in the
facility and theydarkroom. So, these‘iﬁclude dose,
phantom image; quality, processing,<aﬁd darkroom
fog. |

Typically speaking} this takes under aﬁ
hour for a‘fecility with one unit. The rest of the
inepection is,basicaliy a records re?iew, and_it-
etarts with quality aesurance’records and quelity
control test records,‘ana these include the
non-annuai tests that are done by the faeility; as
well as the annual survey report eﬁd>the annual_b

reportsvof the equipment evaluations that afe,dene

by the medical physicists.

It also includes the reyiew oﬁ the
consumer compiaiﬂt mechenism‘records'er‘policy?et
the fécility,‘and then'follcwed by pereOnnel-Ae‘
qualificatioﬂs,fmedical‘reperEs, Ana leyiseﬁmaiies,
medical eutcomeé‘auait}'jAll these‘afe'feeofdie”j
reviews‘to mekesuﬁeipheefaeiliﬁiee arefdeingitheif

MILLER REPORTINé:CQMPANY; me.
735 8th Street; S.E.

Washington, D.C. 20003-2802 .
(202) 546-6666
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| [Slide.]
_Agéin, before. we talk about‘finding
levels, T need to‘tel1 you what the levels are, and
We start with Level 1. ~Thét is the most serious

finding at'anyvfacility. Typically speaking, when

a facility gets a Level 1, it is followed by a

warning letter within 15 days from the FDA District

Office, and itralso,requifes a subsequent facility

response also within 15 days. -

‘The next level is also serious, but we .

call it moderatelyvserious, if you will, and'if a

‘facility gets Level 2 as the highest finding, then,

it is incumbent upon them to respond to the FDA

within 30 days to tell us how they are going to fix

‘the problems.

Level 3 findings are classified as minor

findings, which are nice to have, and we normalIYj’

askvfacilities to check on them, to fix them as
soon é$ possible, df coursé, but we, in pradficep'
we don’t really follow up until the4next_f:
inspection. -
h ‘[sliae;l

With that‘in'mind now, we,can télk abouﬁﬁ

some actua1 inSpectiQn‘résults.' ThisHslide éhow5~
MILLER RprRTING coMPANY, INC.
- 735 8th Street, S.E.

Washington, D.C. 20003-2802
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you a history bf~fé€ilitiésvéi£ed.Qith‘fhe*highest
1evéi of findings as listed in the'slide. :There
ate'several coiumns forle, meaniﬁg Lével 1, L2,
L3, and then No Findingsvmeaning clean record.

The slide goes by fiscal year starting ih
195, and I need to tell you that the first |
inspection'Was condﬁdted actuélly January 15 of
1995, so '95 was not the full year, it was more
like thrée quarters: a littlevunder‘threévquarters‘
of a year.

After that,,of course, we Jgo on all the
way to Fiscal Year.01; which‘is now,vand this

slide, of course, is . truncated here because we have

'notbfinished with 01 yvet, so this goes only to
‘7—31,‘so about 10 months under the Final

Regulations here in 01.

If you look at the siide, if YOu 1on at’
the column wherevit says'No_Finding, you will sée
that the first‘year wé started»withv30rpercent>5f
the‘facilitieékhaving\a cleaﬁ record and;thén‘frém

there on, in general,‘it-went up} whic¢h is a good - -

‘sign, and if you look ﬁnder~all the'other columns;

you will that, in general, okay, I am going to say
in general, they go,down‘which‘is‘what‘wefwant;
Now, let’s.dook at the next slide because
MILLER REPORTING COMPANY, INC.
735°8th Street, S.E. .

Washington, D.C. 20003-2802
(202)546-6666
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then I can talk to éébﬁ bf %hése'probably“bettef on
the graph.
[Slide.]
~ This graphvdepicts exactly what that other

slide was. On top, you see the No Finding in the

lwhite line. The No Findings here means the number

of facilities that have been found with nothing at

all has been going up, and right here, in 1999, it

Ibasically leveled off, and then we took a little

dip in 2000, and then we are back up hére.

| T will explain‘what happened here in 1999
and 2060,‘ Level 3, which is the sort of green line
here,-started at ébout‘40—some percént, and thén
went down,bcdntinuedfto gohdown, whiéh iS ab¢ut 10
percent right now. |

Level 2, it startéd at about 20 percent,

went‘ddwn, and in 1997,“it éort of:leVeled off a
liftle bit, and then in 1998; Went up, in 1999-it:
went up. First of‘ailg I waht to teli you‘whét
happened. In 1997, you know, we hadvscme

requirements for‘the"techholdgists at the time,

that the continuing experiencefwas no longer

acceptable. In 96, by the time'you‘got inspected,
many technologists_did‘hot’méet the training
requirements, so that provided a little hesitation
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

" Washington, D.C.:20003-2802 -
(202) 546-6666
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1 [in the curve, if you will.

In‘1998, the biggest contributor to the

3 rise'there‘wasethe fact“that'the COntiﬁuing

4 edueation requirements for all persdnnelykicked in,
5 kicked ithhree yeers after MQSA went intoveffect,
6 llwhich was‘1997, October,‘so‘the'eubsequent yeer'was
7 [Fiscal Year ’98,’and that‘is where you see the’jump
8 [[in Level 2 findings‘here. |

s |  1999~is‘a different story altogether.

10 1999‘is a'cemposite year, if you will. About three
11 guarters of 1999 was under the»Interim Regs, and

12 [[then the last quarter was under the Final Regs}

13 S [Slide.]
14 v This is a summetion of Level 1 findings
15 over the span of six years or so. Again, you can

16 see the:coming~down~ahd in 99, we picked up a
17 ||little bit as a total result, and then‘ZQdO,_ahd :

18 |Jnow we are backing down here, so the trend is -

19 etafting to eome down.
'20>‘ ; ’[Slide.]

21 This is a similar‘slide for only Level 2 ‘
22 | findings. Again, welere‘eemingfdewn»here, end\this
23 |is the slight increase in 1997, 1938},ahd theﬁ  

24 1999( and;theﬁ; ef_éoﬁieejkeftef 1999, Wé'aféf‘

25 teiking abeut‘FinaigRegs'here,‘the‘lasﬁ‘tWo yedts;
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Agaih? this’is’éhﬁefééﬁfagé offfaéilities
where the higheét finding is Levél‘z.
| [Slide.]'
This‘is the details of what happened in
Figcal Year ’59. Again,jthé first‘line_is the year

in total meaning mixture of Interim and Final Regs,

and this is the percentage’of facilities cites at

theseblevels.‘

If you look at the first three gquarters,

ffyou will see that~thé levels again continued to go

down here from the previous time, however, the

Final Regs, when they‘went'into‘effect, the last

quarterfwas a jump both here and here, and a

decrease in Level 2 and in Level 3. Of coUrse,‘at

the same time,\the'total number of fadilitiés‘with»
no findings has_bome down a little bit, és‘Wéil.

[Slide.]

This is'199§;4 It is a quarter:by quartér,“
and‘you can see under the Interim'Reés,‘we‘ -
contiﬁued‘to go down. ‘This ié Level 1 findings, by
the way. We cdntinuednicely to go.ddwh-until4thé'
Final Regs kickéd up . | | |

‘[Slide.] |

. Now, I want to talk about whatfhappenedQ‘

when the Final Regsgwent'ih;‘ i'want’to_talk‘aboﬁtU‘

"MILLER REPORTING COMPANY, INC.
© 735-8th Street, S.E.
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the levél changés ahd'the Subsequént‘findings, and
where we go;from:here.

[Slide;l
In-anticipation of applicaﬁioﬁ of the
Final Regs, the Working Committée of the Conference

of Radiation Control Program'Directors, the CRCPD,

‘and with input from thefinspectoré;'with input from

the States basically, and the National Mammography

Quality Assurance Advisory Committee, your
prédecessors basically, as a result, we added, of
course, some new requirements. These were dictated

by-the fact that the Final Regs were there, we had

to do that. 

That means we had new findings at all
leveis. Thét increased the‘number of findings'in
the first place, poténtial findihgs. We a1SO
elevated sevérél LeVélv37and Level 2 findiﬁgs. BYP
"elevated;" I mean we raiééd the bar, éo-we‘made
some of tﬁose‘Lével:B Under ﬁhe,Interiﬁ Regs,'we
made them té Level 2's, set Levei 2'8s aiéé up to
Level 1. 'Atlthe"Samé time, we deleﬁed a'fe%TLeVel:
3‘findings. |

So,~as a'result, thevtbtal pétential .

findings at LeVél 3 decreased,.and‘thosgiatQLevel 2

and Level 1 did increase. So, that is a natural

- MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
. (202) 546-66566
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consequence, you can’t do anything about it.

[slide.]

To ?ut thié quaﬁtitétiVely,‘this'slide
shows‘you»the nﬁmber‘of potéﬁtial findings both the
Interim Regs, in the first three bars, and thgn
undér the Final Regs, you can.see>with the color
coding that both>Léve1 1 énd ﬁéﬁel 2 went up; and
Level 3 went down?

| [Slide.]"

The next few slides I am going to show you

‘some details of Level 1’s and Level 2's for each of

the Fiséal Years OO,“OD,.and 01.

This is of 2000. You‘can see overall, thev
dashed line 1is abQut 3@9,‘is the total fof the’
year, but on a quartér—by—quartef bésis, you‘cén
see how these findings did éhange. So, youkcan‘sée
qﬁartér;by—quarter, we ére going down here{'

[slide.] o

This is a similar slide for Level 2
findings, LeVel 2 has céntinued to_gQ down uﬁﬁil
about the end of thé’year, I thihk we were about 30 .
there. |

[Slide.l

This is 01, the éurrent fiscalkYear; gqing_
déWn here again with‘minofvperturbations;<if;?ogv

MILLER REéORTiNG‘COMPANY, Iﬁc.
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will.r The total for the yéaf so far is 3.5.
Ageih, this is to ehe-end of:July only, so the last
bar is not a full qﬁarter, it is only one month
aetﬁally.
| . [slide.]

The same thing-for Level 2;

Notice here in‘Q3 and particularly in Q4,
the Level 2 findinge.here just jumped ﬁp. Now,
there is a reasoh‘for'that, too. Every time a new
requirement kicks'into‘effect, the facilities”don’ﬁ
react right aWay and behave themseives, so We find
things go up. |

| So, -what happened here, in“the foufth
quarter, this is theefirst month ﬁhe centinuinge’
requirements for the phyeicists and the

technologists went into effect, so we have some_

citations.

[S1ide.]
To give YOu‘an idea of what is

contributing the most to these Levelvl’s,and'Level

11 2 fihdihgs, I summarized this for you._ The firet

line is the totel'ef Level 1 findiﬁgs, that iei Eﬁe
number of facilities;cited, 245, the tbtalfis'3l5}'
pereent. By the way, this'aeta»ishtaken'eoﬁJﬁiy
2nd,'so‘e£feeti§elyf ip‘ié"three qeaftefseoftﬁee
MILLER.RﬁﬁoRTINé COMPANY,vIﬁCt"‘
735 Bth Street, S.E.
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fiscal yeéf éf.oi[
| The maj&rity of ¢ita£ions at.this‘leVel
are ‘the procéssor;or~the phantom QcC. ’The reason

for that again is because we raised‘the bar here,

intentionally raised the bar based on input from

theKStateé, the‘iﬁspectoré,,and NMQAAC.

| The secbnd item was resuits communicatibn
to thévpatieﬁts.  Aéain,'here, élthouéh this was a
requirement before, what went in differently was
the fact that the summarthas to be sent to all
patiehts, facilities didn’t know exact;y how to

conform to that, if you will, and a lot. of them

were not used to the idea that a summary has to be

gsent tovéil batiénts; so as airesuit;,this~is a
majoi contributor at this‘ﬁointﬁ
Thérthifdritem is the initial

qualifications for ahy pefsohhél. Thatfhaé now
becomevé'third citaﬁioh>,third éémpoﬁent_w,

| I neéd to tell you here that’what.ﬁe érg
talking about isvthe;lackfof_documeﬁtationwon the
part‘of persbnnel;'”Wé’héVe neﬁer‘actuéliy.found;f
pe:haps'with the'exéeﬁtion of 6ne or»tWo,7anyj
peréonnel not really qualified to‘dé fheif job;,;If
is juSt they neVér‘prévidéd'phe docﬁméhts‘to.pf6ve~’
that, and‘that isHWKat’;hié is'ali abou£AﬁereLv

MILLER REédRTINé COMPANY, INC.
735 8th Street, S.E. ‘
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The rest of Level 1's are minor. As you

can see,vthere are under 9‘altogether, some . of them

vary from the lack ‘of a valid certlflcate,
certificate would “have expired and the facility
would centinue prsctice,‘you know, usihg an
unaccredited unitvin over a year, et Cetera; They
are: listed dowh there, but they are really'minor
total nﬁmbers. |

(slide.]

This slide shows agaln a 51m11ar

\presentation, but for Level 2 flndlngs .~ ‘Here, of

course, the»total percentage fs 27.6 of all
facilities, and the actual number is about 1,900
facilities.

‘Again, the‘biggest contributor is

processor or phantom QcC. The next one is personnel

quallflcatlon requlrements at Level 2. ;What'that

means is we have things like continuing‘education,a

continuing ‘experience requirements for all

perssnnel is Level 2. Some of the initial

requirements are also at Level 2, like.initial

experience,:the training for the technologists; and

experlence and tralnlng for the thSlClStS are all
initial quallflcatlons, but they are. stlll Level 2
The third item is medical reportS'w1thout
" MILLER REPéRTING,COMPANY/”INCJ
735 8th Street, S.E.

Washington, D.C. 20003-2802
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results or‘iD, idehtifioatiOn of tHedinterpreting
physician, and thie is moStlyvhere the results are
there, butkthey are.not‘put in‘the prescription as
dictated~by.the:Final‘Regs, that is, they did not
put down one of the'siﬁ categories, so facilities
are still heving_a‘hard time living»up to that.

'The‘rest of them are listed - medical
outcomes,’audit'system is hext,'and theﬁ‘there’is a
lieting on the'Survey report and”mammography
equipment,evaluetioné, about 300 there,,and‘this
could mean any number of things, 1ike time,span
between two surveys ekceeded 14 months, that is a
Level 2. If'some of‘the tests thet are’supposed‘to
be done by the phy5101sts were not done or
1ncomplete, agaln, 1t could be Level 2, ep cepera.

‘The next two items‘are the fact that the
facility‘did‘not]haVe a consdmer oomplaintrpolicy
or no center operating procedures for infection
control. The rest are minorxreally.

[Slide.]

Now, when‘you take all that oombined with

‘our-experience, ‘and know1ng that eventually,'if'you

take the analogy to the Interlm Regs, when MQSAA
came out;flrst' we had 2. 6 Level 1 01tatlons the_
first Year, but then W1th1n a year, 1t dropped to
MILLER REPORTING COMPANY, INC.
' 735 Bth Street, S.E.

Washington, D.C. 20003-2802
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1.6, and then'contihued to drop after that.

So, ourvexperienoe‘plus*extrapolation of
the data over the last'two years indicates to us
with some confidence that in the foreseeable future
mavbe we eXpeot the bercentage of facilities—with
Level 1 citatiOns to drop toAbelow 2.5 peroent, and
those with‘Leveldz citations to drop below 25
percent.‘ Leve1.3 citatiohs, right now it.is-
hovering around 10. It may or may not drop muoh
below that.

If you add all this up, of course, that
leaves yoﬁ with‘about 6? or soO percent.of‘
facilities with no finding whatsoeﬁer. ‘Now, this‘
ig our projection perhaps for the next‘year. Where
we‘go from‘there?rI mean we are hoping obviously
that things willhcontinue;to'improve, but it’'s
anybody;s guess.

| [Slide.]

" What we‘have underway'is the Demohstrationh
Program, and there W1ll be a spec1al talk on that
later this afternoon,,so I am 901ng to brlefly just

ell you that 1t is scheduled to start next May,

and there w1ll be about 300 ellglble fac1llt1es

tlnvolved in the program from 14 States all

together, and half @f these, of course, w111

-MILLER REPORTING COMPANY, INc.“
735 8th Street, S.E.
Washington, D.C. 20003- 2802
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undergovthé biannual iﬂ%ﬁééfién 6nCé eVery EWS
yéars, and then the other will be usedvas‘é control
group. = It will be interesting to see how that
turns out. |

The other program that went into effect is
the‘néw‘modality, that is,ithe,Full-Fiéld’Digital
Mamﬁography.' It ié only‘GE,right now‘with theif
Senographe 2000D that has been approVed‘since
January of 2000.  By thekway; your,hérdcopy”may say
6, so please correct thatvtypo_thére:

Now; We exbedt sOﬁe other companies tovget
approval‘in the near . future, but agéin I can’£ pu£‘
a‘date on that. So far, it is rélatively stili a
gsmall number of,fééiiities and units around the
cOuntry uSing:thevSehogfaphe 2000D. WefhaVe‘ndti
cited'anybne yet. Whét We.have done'is asked the-
ihspeCtoré to check to make sure that the

facilities are following the QC pfocedures as

recommended by the manufacturer in this case GE.

The’ohly,thing‘that we have:implemented. ‘
that will trigger a Ciﬁatidﬁ;régarding'a néw
modaiity is the”training,28 hoﬁré tréiningvih th§?
new modalify, aﬁd we héve gotten‘é vef?fsmali:

number df those.

1I beli§Ve that is it. - Tﬁ E4YQu very'_
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much. Sorry fo: éiiM%ﬁé @Sﬁéﬁihé interfﬁptions"‘
here,‘but 1 cah:still‘handle sdme gquestions, if'you
like.

'MS. HARVEY: Any questions?
[No resgponse.]
MS. HARVEY: Thank you, Dr. Mourad.
DR. MOURAD: Thank you. |
‘MS. HARVEY:  I see that we are scheduled
for‘a break, however;bwé‘are ahead of échedule.'
Perhaps, if that is éll right with you, Dr.‘Finder,

we will move aheadeith thé agenda and have a'break

a little later.

The nextlitem is thé Appropriateness of
Current_InspeCtibn Follow-up Actions with oiir
Committee DiScuSsiQﬁ.

Appropriateﬁess of Current Inspecticn
Follow;ﬁp Aétions
"Chafles finder,‘M.D.

DR. FINDER: As a lead into this '

‘discussion, I wanted to focus the committee’s

attention on the following and gét théir°0pinions~

lon this.

* Under our current system of inspection
finding follow-up, :Level 1 inspection.findings =
result in the generation of a warning letter from
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FDA and a responsé Fval Ehe facility within 15 days
of recelpt of that warnlng letter

To streamllne the process for responding
to Level 1 inspection flndlngs, FDA is proposing to
modify the current_system, We are proposing that

instead of issuing a warning letter for all Level 1

findings, facilities would be told that they have

15 days to respond in writihg'to the FDA. This
would be similar to:the‘way that Level 2 findings
are currently‘handled in which facilities have a
30—day‘responsevtime;

Warning letters could then be reserved for
those cases where the’facility’s correction:action
was deemed not to be effeotive orvtimely,>and’FDA
is asking‘the‘committee's comments on this
proposal.

Does anybody have anYICOmments,lquestionS?

'DR. PISANO: Could you‘just'summariZe-
again? It is basioailygetting rid of the,warnihg
letter,pis that the main’chanoe? |

‘DR.‘FINDER: ”Lét»me again.briefly‘go-over
how the system works riéhthnow. If ahfaciiitf is
found>to have.a Level~i"oitation, a‘warningiietter
is pretty much automatlcally‘generated . When-the'”
fac111ty gets that Warnlng letter, ‘they have 15“

MILLER REPoaTING coMPANY, Iﬁc.
~ 735 8th ‘Street, S.E.

'Washington, D.C. 20003-2802
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days to'respond.

If they génefate a Levei 2 currently,'at
the time of the inspéctién, that repbrt is left
with the facility. They have 30 days from that

time to send a written request. What we are

proposing is td change the Level 1 so it is closer

to what the Level 2 is, =so that at the time of the

inspection, when the inspector leaves the report,

the‘facility has 15 days to respond.

At that point, if the résbonse is deemed
inadequate,fthen, a warning.letter would be
generated. What we are trying to do is make this
syétém more effiéient‘and‘more resébnsive to the
conditidns that are‘found in ﬁhé faqility.

I will say thatgit>is not unqommon-for
certain citations to find»out that when the‘.
faéility responds, that theie‘is réélly no
vioiatiOn in terms of Quality. o

To giyé you an example, we do have a
nﬁmber of Lével 1 citations f§r'persoﬁne1 fQﬁf7

initial qualificatidns; and geherallyj‘when,thaxj‘

facility responds,’they'reSpond with ‘the

documentation thatfshOWS'that‘the person 1is

qualified, it turns out it 'is merely a

documentation issue< So, what we are trying to do

MILLER REPORTING COMPANY, -INC.
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is eliminato those't§pe of'ﬁaining letters because
they go out first under the,cufrent system,

So, that is what‘wé;are:talking about, and
we would like opihionsvand comments - should this
be abgéheral thing, shoﬁld it be reStricted‘to
cértainvcitations, things41ike that.

DR. YOUNG: The_éffect thon‘would be to
shorten the timé‘to cure. |

DR. FINDER: Right. Actually, that is one

lof the byproducts of this. We expect that‘we would

aotually gét guicker responSCS‘and'quickerh
corrections to these things than we’have ﬁndor the‘
cgrrent systemf‘

’DR. KARELLAS;"It souﬁd5~1ike a very
reasonablé approach/‘and it will avoidvpeople"
haviﬁg a wérning letterA as you say, ﬁhat}late% is
found out thét the? may not have been in essénﬁial
violation,'although technically, they_ﬁight'bé,vso
it sounds &ery reaéonablo. | | |

| ‘Ms‘kHARVEY:‘oAre there any of tﬁe Levél'1q>

violations that: might be of such a sefious‘nature

that we could have a two-tiered approacﬁ3to#50me of .

the violations?

' DR. FINDER: That is certainly reasonable,

and we have considezéd‘that.”vone qrea that>I think..v

'MILLER REPORTING COMPANY, INC."
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we would wént to issue é Wafning‘letter‘immediateiy 
is the case of a Level 1 phantom failure.

The reason‘forIthat'is’beforé we iSsue
thosé,-we'genefally‘have a‘verification process
that'checks those phantom imageé; so that those
tend to bé_real, and we would‘want to proceéd with
fﬁrﬁher‘actions on that, so I think that is
certainly one;

-If there are others that peoplé are éware'
of, I can quickly go_thréugh a list of‘séme of them

if the committee wants me to and if they feel that

they should have an automatic warning letter on

these types of things, we certainly‘cannconsider:
that if anybody wants.

| DR. PISANO: The main quéstion I have is
how well‘iﬁformed the-sites afe abqut'their
violatiéns when’they'leaVe? when thé_iﬁépector
leaves. I don’t know’if thatlis variable,from
State to State or ?rétty‘uniform across’aii Stétés,,
becéuse‘clearly theﬁ if you don’tnsénd‘a Warhing.
letterviMmediately, you Qpeﬁ yourselVeS'ﬁé ¢bncerns~
or'compiaints of nOf knoWiﬁg that~ﬁhey;had a Level
1 violétion. | |

" DR. EiNDER:’ That‘is a véry‘gdodvpoiﬁt;‘ Ivif
think séme of‘that wili §e addressed in a:i§ﬁéf
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presentationiwhere we‘héve‘the facilitsturvey that
we did‘where we ectﬁaily Query,the facilities on
what»they afe told, whatvthey-thinkvabout the
inspectien, and‘those type of issues.

| v‘But obviously, the fact that those repores

are left with the facility is notification of the

‘citations that did occur during the inspection.

DR. PISANO: So, that is happening in all
States is whatiYOu are saying. They'ere given‘a
written document that tells themithey are Level 1.

DR. FINDER: Generally speaking,iﬁost
inspédﬁors‘leave ehe report,vbecause‘tﬁey have
lapﬁop compﬁtefs that they ﬁake there with'them,
witﬁ printers, so they caﬁ actually generate a
report in mest casee.

Now, occasionally, they won’t do that,

they will send it in later/Vbut even in those cases

where theybsendithe offiéial report at e latef

date, theyiinform:the faciliﬁy. They haveian,eXit
interview’where,theyvtell therfacility‘exactlyuwhee'
was found’at,thefinspection, so they are‘aweielof
whaﬁ is going on. | |

DR. PISANQE Whovis generally at the exit

interview?

DR. FINDERQ?‘Good-queStion."Basicalljg‘it

'MILLER REPORTING COMPANY, INC.
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is the inspector going'dvér the results with the

people that are available. They try and get the

most responsible person at the facility. It is a

guestion of who is available at'the time, though,
so it is wvariable.

| DR. PISANO:v‘I am just éoﬁééfned about any
ofai communication inStead of Wriﬁten‘cémmuhication
becausé‘clearly,'evéﬁ ifvthey are fold'they Very
éxplicitl?,‘they éan alwaYS say.latér‘that they

didn‘'t hear what the report said. So, if you do

have to delay a written communication, it seems to

me YOu need to creaté:some mechanism where if there

is a delay in thatwritten»communiéation,’there has

to bewsomé confirmation that théy héard.
DR.VMOURAD£;~The inspectors do handyout

certain documents, if you will, in(writing;;that

are left with:the'facility, If it:ié'a‘LeveL~ig

they-teil‘them.youihave got a Levelbl,‘and‘ﬁhis is

what yoﬁ are sdppOsedvto dcj‘aﬁd if'they geta"

Level 2,’the‘samé thiﬁg,:sd everythiﬂg‘isvthéfé;‘
 DR.‘PISANd£‘ T dqn’t‘ﬁeaﬁ‘£6'kée§'

hammering on this point;, but my concern is that if.

|you don’t have a letter that comes from the FDA, if

there 'is nothing in writing, then, theredcéuld;be a

claim that they didﬁft>héér the reports;‘
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So, what I am suggesting'is similar to.

'what we are doing for patients, which is to provide

maybe a sheet that is preprinted by FDA for the

'sites that can’t print something up, that just

allows them to check eomething off and sign, sol

that you know that they‘were handed a‘piece of
paper, and they know about their Level 1 Violation

I am just concerned about something kind

of falling through‘the cracks.

DR. FINDER: Let mevjustbadd again in the
vast‘majotity'of cases, the full; completeT
inspection report plus how to respond to.the
inspection tesults'are handed out to the facility.
It is rare when‘they are not given;the‘Written
results of the inspection,[ Usually, 1if there:is a
question,.thete is.incompleteidata,(andhthe
facility wants some extrartime to bring this in,d
bnt,ueually, they getbthat“wfitten feport thenk'
anYhoW in aifewldaYS. - | |

I hear'your commenté sbout it is a #erbal
communication and how that can be documented ‘and -

things like that. We can certainly look 1nto that

and deal with that.

DR. BARR: I‘amvHelen BarrfandftheuDeputy

Director of the Divfsion'of5Mammography‘Quality and
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Radiation Programs.

One thing I wanted to mention is that in~

our very recent, this Spring,'facility satisfaction

‘survey, we asked a questlon if fa0111t1es recelved

citations, and if they did, did they understand the
citations and how to respond, and‘I'don’t have my
glasses on, but it looks like 96;7_peroent
understood their citations~and how- to respond‘to
them. |

" Also, under general FDA workings,-in all
inspections, not ﬁust_maﬁmography insoeotions, but
all other inspections‘that the Food and'Drug
Administration does,‘that the‘post—inspection
report, which goes-by«other names in‘other
inspeotrons, butvcan legally-serve as a written
warning‘dOCUment/ and does indicate theflevei on
there. |

»DRr PISANO: I don’'t mean to keep

hammerlng on thlS, ‘but the concern I have, 96.7

‘percent sounds great and 1t is wonderful but‘the

P

3.2 percent or however many are left are the one5~

that are g01ng to glve you: problems, because those'

people,'ln a month orftwo, and they haven t

vresponded you end up mov1ng to shut them down or'f

whatever,you are gorng to do with them, they w1ll

"MILLER ‘REPORTING COMPANY; -INC. "=
- 735 8th Street, S.E.
Washington, D.C. 20003-2802
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file a lawsuit if ?dﬁ don’t prove that you told
them about the Levei 1>§iolation, and that is what
concerns me is the downstfeam consequences for the
few dissatisfied peoble.

DR. BARR: :AskI just said, the inspection
report serves. as legal wfittes documentation.

DR. PISANO: Okay, but it sounds like not

every facility gets one at the exit interview, and

that is all T am‘saying'is for those facilities,
they need a way to document that the communication

took place.

I am thinking legally here because I do

mammography every day, and I can tell you that we

allvthinkviegally. You 'know, 100 pérsent~is-the
dhly’acéeptable criteria. |

,DR; KARELLAS: br. Finder, you mentioned
about‘notificaﬁisn.‘.When you’mentisn nOtificatisn}‘
I ﬁhderstand’it torbe‘written,HSO'I agree with Dr.

Pisano that verbal communication is not adequate,

but the way I understdod it is that it willvbe"

written. It will not come from the FDA, butnitf
will be_written by‘appropriate authoritiesii
DR. FiﬁDER:»_Leﬁ]megjust»qlarify bne¢
thing. Whén wé‘are fsikingvabout‘the iﬁsﬁestors
leaviﬁé the’insﬁébtion‘ssport; that‘isv |
MILLER REPORTING soMéAﬁY, INC.
) 735 -8th Street, S.E.

. " Washington, D.C. 20003-2802
" (202) 546-6666




10

11

12

13

14

15

16

17

18

19

20

21

22
23

24

25

39

documentation erm FDA. They may be State

inSpectors, theyymay be Fda"inspeCtors, but is part

of the MQSA program, so that is our notification.
What I am trying to get at_is‘that even in
the cases where the reports are not left that day,

they get it within a few days after that anyhow, so

you are talking about a few days difference here,

and I agree with.you'that verbal notification in
and of itself is not sufficienf. |

I don't beliéve that iﬁ those few caées
where it is not left that déy, that there will be a
problem in ﬁhe sensé‘that they are going to get’
that wfitten report in a:few days anyhow. Most of
thosextime8~it.is because'thevfacilities~éﬁa the
ihspecﬁors’haVe agreedjﬁb work ouf somé:issue;“for

example, that documentation wasn’t present, but

they could get it the next‘day, so;they_ddnft Wanti‘

to leave or generaté é répbrt like that.‘ fhey‘will
give'them a day or two ﬁo do that.

- Ms. HAR?EY: Weqhave.é'commentvf:oﬁ £he
audience. Please state Y6urfname.

‘MR.\DEVINE:“iMy name,is‘Mike ﬁefine;';l'
wprk‘ﬁith the»DiviSiénJQfUMamﬁagraﬁhy;Qualitj;nd
Rédiatibanrograms. v‘ | | | ST |

I wanted tQ?addréés an:iséﬁéfwhich\waé -

' MILLER RﬁpORTING COMPANY, INC.
= 735 8th Street, S.E.
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brought‘hp about how‘he hotify’people,vathFDA has
a oolicy'Which'applies aoross the‘board:in terms of
how We notify and how they get the documentation
llke the warnlng letter.

Our policy is that we try to send the
Warhing letter to‘the most respdnsible person at
the’faciiity, and also‘thevissue of taking
regulatory action, that_notification in aavance is
very critical( go I don’t think there is eyer‘going
to be any kind of serioﬁs aotion‘taken against~a‘
facility'unless they have had some.warning»in

advance.

MS. HARVEY: Any other questions?
MR. CAMBURN: - Maybe this has already been
‘addressed. I juSchave a question on behalf of the

MQSA inspectors out there. When they complete the

inspection; are they gOLng to be in a 11ttle more.

of a quandary about what the level is ultlmately
g01ng to be, or W1ll they stlll have the
1nformatlon to tell the fac1llty you are at a Level
1, andrFDA, ﬁor this»Leve;‘l, is not going to nge
you auletter,‘or ﬁaybehyoa are a‘different;typefofe‘
LeyelR}‘ that ie'morexeerious, that.you w1ll get a

letter,‘or are. they just 901ng ‘to klnd of throw up*‘

\their hands’andesayffwell,/l am not'sure exactly

MILLER REPORTING COMPANY, INC
735 8th Street, S.E.
Washlngton, D.C. 20003- 2802
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what is going to happen?

DR. FINDER: If we go ahead with this,

‘right now whatbhappens is in addition to the

inspection repert, there igs also a letter that goes
with it that eXplains how tO‘respond, how ‘the
facility'should respond to the level of citation.

A 81m11ar type letter would be generated

for this, so instead of the current letter that -

'says that you’will get a‘warning letter from FDA

for your Level 1,,andtthen you have to respond, it

could say you have 15 days to‘respond in writing te
FDA. | |

Now, ifhwe decide‘that some Levelvl’s’will
get a warning letter‘and etherstwon’t,:they will

have the 15-day response, we will put that in that

‘letter and clearly explaln to the fa0111ty what‘

their responsibilltles are and how they,are

supposed to act; so the facility would know and the

inspector would know.

DR. BARR: I would just like to say thatt

this isn’t a unique'or novel idea for:nsf.;The

Center for Dévices and Radiologic Health is doing a

warning letter pilot with the deviCe manufactnrers‘
to glve them 15 days to come up w1th a satlsfactory
correctlvevaetlon p&an, and then dec1de whether to
 MILLER REPORTING COMPANY, INC.
735 'Bth Street, S.E.

Washington, D.C. 20003-2802 .
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issue the‘Warhihé‘iéfﬁer.’

The whole time frame, as Dr. Young
mentioned, WOUld adtua11y we think be quicker than
the current time frame Whexe we are often getting
Level 2 resﬁonses before we get Level 1 responses,
and that is‘thé wholé idea’behind it is,td increase
the cbfrection response time and to dedreése
erroneous Wafhing 1etteré‘which dbn’t need‘to be
issued to the facility. |

Ms.‘HARVEY: Aﬁy chér cémments or
concerns?

‘[No response.]

MS. HARVEY: I think not.

DR. FINDER: The next item on the agenda

is 1unch, but I think it is a little early for

that.

‘MST HARVEY : Perhaps we willbm0ve to Good
Guidance.

l DR. FINDER: Why:ddn't~we take a little

break now? | s

MS. HARVEY}‘ Okéy.«‘We will reconvene at
10:15. | “ “ |
N ' [Recess‘]

MS;_HARVEY:"Nqﬁ,“Qe are going téfbe 
guidedkwith Goéd,Gu$daﬁce‘Pradtides andeireCtidns
‘.MILLEﬁ’REPOéTING;céMéANY, INC.

735 8th Street, S.E.

Washington, D.C. 20003-2802"
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for Discussion of MdéA.Guidahce under the Final

Regulatiens,
Dr. Finder.
Good GuidancefPractices andsDirecticns for
vDiscussion of'the MQSA Guidance under the
Final,Regulations
Charles Finder, M.D.
DR. FINDER:, Before‘we begin our
discussion‘of thevproposed Final Regulation

guldance, T would like to brlefly explaln the

procedures that FDA is follOW1ng as it develops new:

guddance.

in response to public comment'regarding
the use of guidancebdocuments, FDA held an‘open_
public meeting on April 16, 1996, aﬁd'again on-
February 27, 1997, they published a Federal‘Notice
outlining‘the steps theiAgency'needed te take'trior-
to issuing'guidance{' | | |

‘In,brief it stated the follow1ng

1. Guldance had to be developed in. ae
open manner that permitted input from the general
public and. the regulated 1ndustry - In moét'daséé,

new or controver51al guldance had to. allow for Such

‘lnput prlor to 1ts 1mplementatlon

2. Whlle the statutes and thelr

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, .D.C. 20003-2802
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associated'régulatiéﬁs were binding’aﬁd

eﬂforceable, guidanée was~to<present a way or one

of‘severéivwayé oﬁ‘meéting thé-régulations, but

other ways Woula be acceptable.as long as they met

the requirements of the regulations or the statute.
Befofe we‘begin our discussioﬁs, I would

like to emphasize the‘following: We are here to

‘discuss the proposed guidance, not the underlying

régulationsi Regulatith‘have already‘gdne through.
their own extensive approValvproéesé, and while‘ 
théy are subjeét‘tb fﬁture change, the,pﬁrpose df
today’s‘meéting ig to address proposedguidance:

The documents we will be diScﬁssing today
contain a mixture of gegulations and guidanée.

When you see words like shall require or must, the

refer to the underlying regulation, whereas, the

Word Should,‘may, or'recomménd} refer to the
guidance.

| Theydommittee wi1l be revieWingisome}
dqcuments, séme of which have already been released
to the pubiib, and dtheré‘that will sddﬁ‘be,f  |
reieésed for publiccomﬁent; . .
Does aanOdy hé%e‘ény questions?.
[No féspdnsé;]  |
DR.‘FINDERég INWOﬁld éSk ag?infthé’Péoéle 
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in the audience who are federal liaisons or AV

'representativesvif they could give me their most

current mailing and e—mailraddress information.
With that said, any of the committee
members missingltheir guestions? I have a couple
extra copies. |
I will turn this back again to Ms.‘Haryey.
You c¢an go this question‘by?question, or page by
page, however YOu feelbis.most appropriatefn

'MS. HARVEY: Well, I think we will begin

‘gquestion by question and see how that works.

The first question has to do with
measurement of focal spots at all possible

magnification values The answer that was~given

‘allows the test to be done at magnifications if

‘clinically used and then at a magniflcation factor

as close to 1.5 as can be achieved by the system

DR. FINDER: Let me also explain a little
bit about what you are looking at here;‘ This
question actually appears"in'our’current guidance.
The underlined'portion,is our,éroposed:change.b‘The‘
reason‘that we~are’proposing it, as‘in many ofethe

other areas where we have gimilar type changes,"is”'

ubecause we got comments from the public that thls

was still unclear, that the guidance was still

MILLER REPORTING 'COMPANY, INC.- . =
735 8th Street, “S.E. .
Washington, D.C. 20003-2802:"
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unclear; and we are hopihg to further clarify it by

making this modification. The modification we are

talking about is adding the words "if magnification

ig clinically used and then at the magnification

factor aé close to 1.5;"

So, just for peOple in the audience to
understand‘what we are leoking at here.

MS. HARVEY : Any coﬁments? 'Dr. Karellas.

DR. KARELLAS:‘ This appears reasonable~in

»general The only questlon I have is if there 1s a

fac1llty that they do routinely magnlflcatlon of‘
1 7 or 1. 8, where 1n‘my own‘exper;ence, at least
where I am, we don’t do‘that, because we don’'t get
good fesults, but should these people switch end do
it at 1.5 versus what they‘do foutinely at 1.8?

DR. FINDER: Basically, yes, because if
you ga to much higher-magnificaﬁions, we:found thet'
the criterie that We haVe established:may not
apply, aﬁd that is whyywe‘are telling faciiities;
if youfafe goihg to do the testing, do itwaﬁ,elose
at 1.5. |

_DR.VKARELLAS;_ Thevrecdmmendationlappearé,
reaeenéble;‘and a:Qﬁalified-physiCist eeh(use‘ |
apprdpriate judgﬁent:tofevalnate the pe£formaﬁce[

I believe that I;S,fe a VenyQOOd:refereﬁéeﬁ
MILLER REéORTING“COMPANY INC>
735 8th Street, S.E.

Washington, D.C. 20003-2802
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magnifidatibn'for thét asSéssment.f‘

‘ MS.‘HARVEY: Anyfother:comments?“

[No résbonsé;] |

MS. HARVEY: our next queétion has to do
With the weekly phaﬁtom test. When ?erforming the
wéekly phantom image test must we monitor kVp
and/br‘mAS? |

vThe'majqr Change»that we see here,has'td
do wiﬁh the addition of a second alternative, which

is the use of the Full-Auto mode to establish

‘baseline mAs values corresponding to the specific

kVp valueé uSually encountered dﬁring phantom
testing. |

If the mAs &alue is within 10 percént of
the,baseline valué fbrﬂthe p@st;eprsure kVp value,
the unit hasvpassédbthat portion of |
post-moVe—pre—éxamiﬁation;test. 7

DR. FINDER: Is that cléartto"everybde?

MS. HARVEY: That is to do essentially

with mobile facilities?

DR. FINDER: ~Right.
MS. HARVEY: Who are required to do

testing prior to initiation of examinations after

'tﬁey[move‘the equipment.

' DR.‘FINDERgé If anybody wants some

MILLER REPORTING COMPANY, INC. -
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background on‘thié,ll”ﬁlli bemhappy‘towsupplyvit{

If everybody is clear on thlS and happy with this,

I don' t have to necessarlly go. into it. - of course,

we are ahead of schedule( so I will be more than
happy to offer’background. No questions?
| MS. HARVEY: ‘Okay{ Thahk’you.
Next question, pagé 2. What 1is considered

adequate weekly phantom QC monitoring for a

facility that has multiple processors and multiple

units?

This is a new guestion and this is a new
response. It has‘tobdo withyinterchangeability
between units and the processdre. If we have more

than -one unit and more than one proceSsor,'we have
many alternatives for which processor will be used

for,each unit, and there is a desire, I believe,

lthat the test is performed for all‘combinatiohsﬁ“

that are available.

Any comments?

DR.'FINDER-,VBeforefwe leave this
questlon, I would actually llke to ask a couple of
spec1f1cs because‘I waﬁt to be sure: 1n my mlnd and
FDA wants to‘be sure that these thlhgs have beehz¥
cOnsidered;

}lnhorder~tq?do;this;‘we have;established
.VMILLER REPORTiNGchMPANY,YINC.
735 8th Street, S.E.

“Washington, D.C. 20003-2802
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or createdia‘défiﬁiﬁiéﬁ he¥e sf what itymeans to be
matched; for the processors to be matdhed, and we .
hévé set that as an optical‘density ofAO.OS.

Is that a‘feasbnable‘definition for a
matched pfoceésér? Do we feel that that 1is
something that facilities can‘actually‘meet out
thére‘without toé much trouble? vWe obvidusly don't_
want tb create an‘dption here and then find out
that nobody can use it.

The other‘side to ﬁhat is we don’t want to
create a sitUation,where it is too easy to meet and
we lose thebbénefits or we can negatively impact on
the quélity.  So, the queétion really is do'we
beiieve that that is a reasonable definition for
matching.

I see somé heads nodding up‘and‘down"
rather‘than-éide‘to’Side;v

DR. PISANO: Are‘you‘saying it's a new
réquirément? | o

DR. FINDER: It is not a new requirement.

‘Actually, this is an additional option. Right now

the way the#fegulatidnéyare>Writtén;ufacilities
would héve ﬁo do‘all'permutations;nénd whatWeéréb
tryingvﬁo»do»is‘deqféase‘the'number.ofkphéhtom-
i@éées thét havé tégbeﬁfﬁn{ibut we do want_toidd it
.’MILLER”REpokfiNG COMPANY, INC..
’ 735- 8th Street, S.E. ’

Washington, 'D.C. 20003-2802"
(202) 546-6666
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under conditions tlh&t wé f&&1l would be adequate.
Obviously, if the processors are very far

apart, you are’goingkto get different values, and

lwe are worried that you are not going to ensure the

same qﬁality."So, i1f we are‘going to allow this
decrease in the number of phahtoms thaﬁ have to be
rﬁn each weekﬁ we do want‘to‘make sure that the
criteria that have béen established‘are adequéte to
ensﬁre,quality.‘

Now, if peop1e want to think'abouﬁ this é

little bit and respondulater, that is fihe, too,

ibut again I seem to be seeing headsvgoihg upvand

down rather than side to side, so I will take that

as a yes.

Now, if we assume that this matching

criteria is adegquate, does anybody have anyiproblem‘

lwith the concept that we are coming across with

abOut”allowing‘the decreése‘in the‘numbef Ofbfilms?
Again, I see~heads going sideto~side, noﬁfup‘and
déwn, so I will téke thét as a no in terms of ;
nobody‘has any prdblemS‘with that; Is that Efué?
sy . : _ v , B _

e My third‘question abqut this%;if‘wglhave 1

now agreed on the previous two i'ssues, can we& apply

la similax typefproqéss to éystem resolutidn

- MILLER REPORTING COMPANY, INC,
735 8th Street, S.E.
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testing? I know ﬁﬁié‘WaSn;ﬁliﬁclu&éd in this, but
I am asking '_Again, you don’t have.to answer or
even nod your head at,this moment . Think about it
a little bit, and we can even talk about_itviater
on in the meeting.

DR. PISANO: Could you explain what you

mean exactly, what are you thinking?

" DR. FINDER: 'There ié also‘a sYstem
resolution'tést. In‘2002, we are talking about
basically evaluating the fOcél spot. Right‘now yoﬁ
éan do it two ways. You’can do it eithér through- a
3ystem resolution test or you can do it by
measuring the size of the focal test.
| 'After‘October 2002; the only optién is a
systém resblution teét,band‘what weiare:saying ig
because'you'have‘to run filmsvin order to'check'the
resolﬁﬁion; can you decreése;the number_of fiims“

that you have to run through that system if YOu‘-

have got matched processors.

DR. KARELLAS:‘ S?stem’resélution‘ddes not
depen&’very much dn the‘processoi unlessvthe 
expoéure is wéy’under or Qay‘over exdeéd, fit.is‘é‘
ﬁunction‘oi‘the»cassette itsé1f,‘filﬁ—screénVl
combinationé and thé'dealﬁSpot;‘sé'iﬁ does}haké
sense. E 1J ¢ Q |
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e 1 DR. FINDEﬁ:Y‘Ana tﬁat'aléd'brings‘up the
(MN 2 ‘ether.point of obvieusly,;with‘these system
3 raSolution’tests; we WOuld‘bevtalking about people
4 testing with their various film-screen

5 combinations.

6 ‘MS. HARVEY: Mr. Bailey.
7 | MR. BAILEY: &Ed Bailey from California.
8 Goihg back to that previous question, does

9 thlS mean that a moblle fa0111ty that may be d01ng
10 on- s1te film process1ng at a number of locatlons,
11 all of them would have to fall within this
12 percentage or w1th1n the 0. 05 optlcal den51ty°
fmx ‘i3 ‘ 'DR. FINDER: Oh, you are going back to the
| i 14 previous Question that we talked about.
15 . MR. BAILEY: I am sorry, yes. For
16 instance,~if you had a mobile‘servicevthat maybe‘

17 | had three vans that go around‘to five or six

18 |places, each x-ray unit and each processor at those
19 ifaeilities‘would then have to be matched.
20 . DR. PISANO: You are allowing another

21 |loption of them not . being matched, right?

22 -~ DR. FINDER: Basically, what these
23 questioﬁs”dokis give‘mere options than what théy;ww
24 fhave got fiéhtrnow;'bﬁt I‘am'etillﬂuaelear.’ Yeﬁt\
25 ma& betmixinge}well%=we;haﬁe gottwo eimilarvtyée‘
_ MILLER REPORTING COMPANY, INC.
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questions here,‘tﬁé'previéﬁs one which talked about
the mobile énd giving,them the use of the Full-Auto
mode and that lO'perCent——ybu are not:talking about
that? |

MR. BAILEY: = No, I‘am,talking about
Quéstion‘3,vtheone at thé topvof'thé Second pagé.

DR. FINDER: Okay. We are still on that

guestion.  If the processors are not matched, all

they have to do is run the phantomS‘through those

like they would ényhow. If they are matched, they

could decrease the numbers, but if they are only
using one mobile unit anyhow, this doesn’t really

come 1into play,'I don’t believe.' It is when you.

have multiple units and multiple processors that

you can'reduce the number of phantoms that you run

each Week.
- MR. BAILEY: Okay.
“MS}‘HARYEY: Oﬁe—more Speaker.' Yes,béif.
-MR.‘USINOFF: ‘I}am.BOb USinOffinuji Fiim
Medical Systems. |
‘ Ch the langﬁagé in’this‘qﬁéstion) I_think
the committee shQuld bé5sure} My»queétidn‘ié abbut
dperating levels, and‘i“fhink the in£ehtioﬁ isithat

that is a process aim [?] level rather than a point

lon a given day, and-that might be clear if that is
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the language that is used in the regulations, that

operating level means an aim point for a QC chart,

I don’'t have a concern about that.

A‘second smali~point. Within 0.05 optical
density; it the differenoe'is 0.05, that wording
might be ambiguous.‘ I‘might suggest 0.05 or less,
or something like that. | |

DR. PISANO: That is a good point. No
greater than 0.05. | - |
| Méj HARVEY: Thank you.
Any other oomment‘on'this questioh?
[No response.]l |

MS. HARVEY: Our next question has to do

with a private radiology praCtioefthatvhas applied

for and became aocredited’and certified. They do

llnot own the mammography x-ray equipment'or&employ a

radlologlcal technologlst quallfled to perform
mammography.» They have applied for accredltatlon
using the x—ray.unit and technologlst»from_al

certified mobile facility that visits the practice

,periodically.

Do we have to be 1nspected separately from

the moblle facrllty and who 1s respons1ble for

‘correctlng any problems found7 The answer, of

¥

| course, is yes; and‘that both facrlltles are
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 responsible. This is nveianguageladded to the

guidance to explain to facilitiee their
responsibility.

Any comments? I think it is pretty
straightforward. Okay. B

| Next question, the bOttom of page 2. We

use FDA's guldance for moblle facilities where we
produce a phantom 1nage after a move of the moblle
unit and we monrtor the mAs. We then process the
phantom‘image:later prior to proceesing the
mammograms. |

If we move the mobile unit more than once

per week do we also have to produce a weekly

phantom 1mage in addltlon to the phantom produced
after'each move° The answer to that would be no,
you have the phantom images that you have- produced
before each one'of1YOur-moves. Am I readlng that
correctly°
DR. FINDER: Well, actually, itfisda»
lrttle,bit'more detailed. ‘You have,an_optroni
there. ‘If the modehthat you'are using is theﬁone
that you use cllnlcally,vthen,‘you don(t;hauefto'
produce another 1ma§e, but 1f you are‘not usané
that‘mode; then, you- would have to produceva
phantom‘image,‘becaHSe the regulatrons requlre that
; MILLnR REpoRTINe éOMPANY,fiNC}
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the imagé that you usé er the weékly phantom test

be done in the mode clinically used for the

standafd‘breast.

DR. PISANO: ' What other mode would you
use? | |

' DR. FINDER: Well, especially with
mobiles,fwhen‘they were‘fdilowing our previous

guidance,‘theY'didn't‘do onboard processing, and

they would have to go to, let’s say, an AEC mode

aﬁd monitor ﬁhe mAs, whereas, when they wete doihg
patienté, they would do them in‘a‘Full;Auto mode .
In that type:of a situation, that is what
we are tryiﬁg tO‘clérify here.
| 'DR. EISANO:"I have a question about this.
What if a facility runs‘thejmobile unit;for two
weeks at the_Samé placé, so they are not_moving,
they are staying in the saﬁe pafkiﬁgAlét at the
séme factory,'so they‘ére notbgoing tb,do:a ?hantom
éxceptyeveryltwo‘wéeks in'ﬁhat casé; is that‘J
cofrect? | |
| 'DR. FINDER;4 No;
DR.lPIsANO}7 Théfvﬁould still haVéitéja6 1_
it weele fﬁen?inb R | | k

DR. FINDER: Do a W@ekﬁﬁfphantom;;right}

théyyjﬁst‘don't havé’to‘aova §qstfm9Vé7
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pre—examinatioh‘test.

DR. PISANO: So; this guestion reférs‘to
the extra, théy don’t have to‘dobthe extra ones,
but ﬁhey sﬁill have to do oné once a Qeek.

DR. FINDER: Sure, exactly.

DR. éISANO: Okéy,'only if they move it
more. than once avweek is the way thé'queStion is
worded.

DR. FINDER:  Right.

MS..HARVEY: Any comments? No. I think
everyone is’c0ﬁfortéble with that.

" Next, page 3. We have an fFDM unit'and»do
not keep hardcopies of our exams because they |
retain their images eléctronipally.v When pétient 
request the releasewof»théir exam,'we~cfeate‘a~’ 
hardcopy for them. May we charge the patient fof 
thé cost of creatihg the‘hérdCOpy? | |

The ansWér‘has to do with the:féct'thét
the facility ﬁayvnot charge'for creating the fifét

hardcopy version of the‘mammogram, but may chérge

for second copies. They may pass that cost on to

the patient.
.Any quéstions?v‘Dt.‘Kareilas. 
bR.’KARELLAS:%:I‘haVe a commeﬁtfon'thisf‘
thét wéboﬁghﬁ tofbegawérebtha£ that meanénth§ﬁ £hej 
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1 || facility must have a harddopy printer, and although
2 I believe most,will have‘fOI other reasons,
v 3 educational, certification, or rather accreditation
4 iSsues; but in the leng texrm, peopie would
5 anticipate having aigital mammography with no
6 printing, so that is a cbncern of mine from the
7 financial point of view because filmless means
8 ||filmless, and having to have a printer above and
9 [beyond that may be something that some facilities
10 may not like, but the reallty today is that most,
11‘ if not all, fa0111t1es will have to have some
12 capability for printing.
13 ' DR; PISANO: I have another comment on
14 that issue, too. It is also.not the casehthat you
.15 can just, as with the precessor for mammography,
16 when‘you>print for mammograéhy, yourcannot
17 |necessarily print appropriately for diagnostic.
18 accﬁraey purposes without setting the printer up
19 just perfectly. | |
20 ‘ So, ifayou have. a printer that you'use
21 jonly intermittehtly;for mammography, it is_not
22_:11ke1y to produce avdlagnostlc quallty 1mage. \So;

23 this is as llttle ‘more compllcated an 1ssue than

24 this guestion implies, because if they“prlnt up. .

25 | images that a patiemt is going to take‘totanothere
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facility to have an intérﬁretatioh read, it is not
1ikely-—unless-they are uSing-it éll the‘time for
that purpose--it 1is hot 1ike1y it will be able to
be used f0rvthat purpose.

MS.. BROWN—DAVIS: Then;ithat is a problem,
that is avmajo# problem.
DR. PISANO: Yes, it is.

MS. BROWN-DAVIS: Because every woman has

1 a right to actually have in her hand her mammogram,

because we have already, you kﬁow, gone‘through the
issue of storing--and I realize later in this
document.we know that those facilities'that are out
of business have’some‘responsibilifies( and -I have
sdﬁe comﬁents aboutvthat——but that is a real
problem. I am glad that you brought that up.

DR. PISANO: Actually, I have an answer; I
tHink, but‘ﬁaYbé not -a géod oné, I ddn’t know.‘;I

agree with‘YOu completely that every woman has the

'right to her mammograms and should be able to get

second opinions with them.
The issue that comes in my mind--I am sure

Andrew has the same experience--is that you can

provide an electronic copy of the mammogram to ‘a

woman on a CD or some other media. The issue there

then becomes if YOuﬁhaVe[aﬁ'électronicncopy‘is‘the
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abilitylof the person who receives it to be able to

_displéy and read it, because there are issues of

the way that the images are displayed.
So, any facility can provide an electronic
copy with or without a‘printer, the question is can

the user at the other end read the images if it is

an electronic format, because obviously, there are

requirements for that.

DR. KARELLAS: We may be a little bit

ahead of the time, but I bélieve ultimately the

‘patient could be given a CD. I think it is a

little easier on a facility, and if she needs a
second opinion, We are moving very fast forward in
that direction in ability to read.

Iibelievé that a CD with the information

| makes more sense than a printed film from a printer

that may or may not be QA’d on a daily basis, and
it would probably take more time to optimizé‘that
fof éach case. | |

DR.\RAMOS—HERNANDEZ: I thoroughly agreé
becauSe I think from the consumer perspectivevwill
bé‘who is supposed to pay for that cbpy, the
extract copy, isrthe patient, is the‘ﬁeditalt

insurance, and we have several women that might not

have access to those resources, so it will be
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barrier for women to gét second opinions or even to
carry their own files.

DR. PISANO: I just want to emphasize also
that‘just because you provide a woman a CD with‘the
imagé on it, doesn’t méan that the person who is
being asked to give a second opinion can read the

images or display the images in an appropriate way

at high enough quality forx diagnostic accuracy.

There are lots of issues about the way the
images are headed. Not all the manufacturers at
this point,‘only ones that are FDA-approved, but
the ones that are out there have the appropriate
Dicom headér for‘féading mammograms on it, the

)

latest Dicom header I shouldvsay.

In addition, the display systems, if you
try to reéd a mémmogram on a Windows box iﬁ your
office, just a regular IBM-PC or sdmething, there
is no way you are going to ha&e high‘encugh‘
quality.‘ Yoﬁvreally need a very fancy workétationv
to read‘mammbgrams‘with adeéuate quaiity.

So, this is a Ver? complicated issue. It
is going to be a hard one. >We are not théré”yet,
We will‘be,'I agree'with‘Andrew, we will béHS¢on,
but we are not there vet.

DR. KARELLAS: I agree with Dr. Pisano.
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Giving a CD, it really automatically means that

this patient will have go to some facility where

fthey have virtually the identical equipmeﬁt set up.

DR. PISANO: The other method is also
through electronic file transfers. I mean that may
actually be more useful and easier in the long run

than actually providing a hardcopy. The patient

could request please send to this FTP site or this

location my images, and then it would be very quick
and eaéy and cheap.

DR. FINDER: I7wou1d like to give a little
background and hopefully clarify some of these
things. The question that we are dealing with néw
bagically deals with cost iﬁ terms of who’payé for
whéﬁ, and what we basically said is in a similar

manner to what is now required of facilities in

terms of film-screen, the facility can’t charge for

the first copy of the digital image.

At the present time, we are talking about
hardgopy for the patients, because the number of
piaces that can adtually use electronic vérsions_is
small at this point, and this has been diéduséed at
othér commitfee meetings‘earliert

Héﬁever;nl believe we have addreéséd sdme
of the issueé that kaVéfcomevup al?eady:in a later
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question on.page 5, beginning iine‘34, where we
talk about what constitutes a mammogram and what‘
you can’do with it, and we do‘have a modification
here to address actually the issue that was just
discussed,'abouﬁ transfer electronically of these
images.

At the’presént time, what we are saYing
is, we are talking about hardcopy for‘right now
except in the case whereiboth partiesvare agreeable
to getting electron;c, and that would basically
relate to situations; as we gave an3exaﬁple,

between two digital facilities that have the same

‘equipment, that can actually use those things, but
'in other cases, we are talking about facilities

lhaving the ability to create a hardcopy, and we

have stated in here that it has got to be of
primary interpretation quality, so that these
imageé aré useful. It obﬁiously does no‘good if
ybu do it on a printer that makes it look like it
comes out o©f the old fax machines.

" These copies have to be of primary
diagnostic quality, and that guidancé has alreadyj
been out.  This isn’t new.

DR. KARELLAS: I undéfstand that this
presentsba ptoblem;{but that_will requirévthe,
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radielogisﬁ ﬁo go béék and reviewetheecase and
priﬁt it}‘and the printerexare‘siow, and it takes
coneidefable amouﬁt of time. I am very sympathetic
to the patient cost issue and,the evailebility, and
Ivam split between that and some allegiance that I
have ﬁo the health care organization.that becomes
problematic ih terms of the finences; so I think it
is a reel teugh iesue financially.
| DR. BARR: Everything you are raising is
certainly important. Let me just put in a reminderx
that at this point;bthough, anyone who Qants
to--which Penny‘Butler will be explaining
later—éanfone who wants to get accredited, which

they are going to have to do shortly for the

digital unit, is going to have to submit hardcopy

for accreditation, so virtually, at this point in
time, where we are ‘now, is‘that all feeilities have
to have the ability to create‘hardCOpy.

We aren’t there vyet, they are‘all good
issues, but the accreditation'procedure‘is‘going'to

be hardcopy, so that is preﬁty much where we stand

right now. Thank you..

DR. KARELLAS:' Agaiﬁ,*to take much of your
valuable time, but it is a very critical issue.
For the accreditatien providing a hardcopy does not
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necessarily meén thet the preeessor and’the printer
is alWays on a‘day—tg—day QA mode if yeu never use
it fo?ipatient interpretation.‘ |

Theoretically, I do not know whether that
is proper, but\you may have the processor running
properly oﬁly for the time that vyou need the
aecreditation phaﬁtom. You could turn it off and
say the processor‘will not be used for any patients
ﬁntil we clean it and we recalibrate‘it, because it
doesn’'t make much sense if nobody uses it for
intefpretation to QA the printer every day.

'DR. FINDER: Let me just add nobody is

'saying that you have to keep these processors

operating every day. It is they heve to be in

limits when you need to make the films.

I would imagine that, for example, the

number opratients for times when a patient'would

actually need the hardcopy~might‘be relatively

small out of the tota1, but the end result or the

end process that we have to get is that the patient

hasvto’be eble to get her films, so that she can
ﬁSe»them, she cen takeithem for consuits.

Maﬁy surgeons will want to look at these
images'before they»do surgery. ‘They‘need>t0‘look
at'these‘things, so~there has get to be en’ebility
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to get them the information.
At the present time; electronic transfer
just isn’t there. ﬁopefully,‘it will be goon or in

the nhot too.distant future, but until that happens,

all we are saying is right now you do have the

bption of doing electronically, but both sides have

to be agreeable. If not, there has to be hardcopy
available> and I think that is for the foreseeable
future.

We havevbeen telling digital facilities .
that they have to havevthis‘capability, so 1t 1is
ﬁot anything new that they.are getting.

- MS. HARVEY: Clearly, this will be an
issue we will be talking about in the future.

On to the next queStibn,_which is also
ébcut FFDM. We do not have .an FFDM unit at ourxr
facility, however,‘some*of our personnel use one at
another facility.‘ Are we responsible for
maintaining documentatibn showing that these people
have recéived theif ihitial‘tfaining-in the new
mammographic modaiity?

The answer is no,‘oniy the facility which
thé,personnel are actively using the unit éré
required tovmaiﬂtain the document.

Question: ~How long must we maintain the
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records of our medical outcomes audits?
The answer tofthatlis that it must be
maintained for\at‘leasc two years. If the facility

has obtained actual pathology reports, thcse should
be maintained until the next annual inspection.

Any comments?

[No response.]

MS. HARVEY: The next question. When we

assign a negative assessment to the mammography

report, our reporting system automatically

| generates a normal lay summary. In rare cases, we

have patients that have negati#e mammograms, but
for other reasons. we want‘thaf person to have
further workup or even biopsy.

In such caées, can we assign a different

assessment category tc the mammography report,:  so

the correct lay summary automatically goes out?

Can the medical report‘and lay summary have
recommendations‘that are not the ones normally
associated with a specific assesSment category?
Tha answer: While circumstances as
déscribed above shouid be felatively rare, the
decigion of which assessment'category-to assign tc

a specific mammography report is left up to the»

interpreting physict¥an. With respect to
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recommendations, the interpreting physicianbcan
make‘any récommendation he or she believes
appropriate.
| ‘The doctors are pondering the quéstion.
 DR. IKEbA: As a radiologist, we will

sometimes run into‘this situation, and I am glad

that it hag this clarification bécause on the rare

occasidn in which a mammograh is normal, and the
WOman deserves a biopsy,‘I think it is helpful to
clarify that to both the referring thsician and
especiélly to the patient that she needs to have
further workup, so.I am glad that_this is in here.
DR. PISANO: Actually, the way we have

solved this problem is we actually don’'t give the
patient--the regUlation covers the way ourirepért
is supposed to reéd, and our lay language summary,
if she needs a workup, says that she needs a
workﬁp.. We don’t give’her avnormal mammogram
report. We tell her she’heeds a workup only. We
also tell her she has‘a normal mammogram, but shé
needs a WorkUp, so that ‘is the bottom line that is
communicéted to the patient.

| I am jusp surprised about this issue. I
am surprisea no bhe'is doing it phé~way that‘we are
dping it. ‘ ,k
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DR.:IKEﬁAé ‘f ERink a lot of»facilitiés
are doing that, but for'those facilities who are
unclear,iI think that this régulatidﬁ clarifies
that iséue.
~ DR. PISANO: That is good,'I agree.

MS. HARVEY: Is that assessment

tincomplete?

DR. IKEDA: No, it‘needs a workup.

DR. FINDER: One thing that I do want to
make mention of, theée are actual questions we get’
in. We don't'aétu;lly‘go hunting‘around aﬁd making
up our own questions. So; this was a quéstion that
we gbt,'aﬁd we asgsume that‘there are other
facilities that have similar tYpe issues, and we
want to try and clérify it as much as we could.

DR. DOWLAT: ‘As a surgeon, if I receive a
report from Radiology saying that this is‘negative,
yet, theré,is'additiénal workup to be done, I find
that very contradictory. You either afe pregnant
or not pregnant. - Either the patient needs
additional workup or doesn’t need it. If they
don’t need it, yoﬁ say éo.

I don’t knéw, what ié the‘egample~that you:
have béeﬁ given?

DR. FINDER: Let ﬁevgive you the examplé

MILLER REPORTING éOMpANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

70
that we have been ﬁivéﬁ; A patient comes in with a
palpable finding. A mammogram is done,‘nothing
seeh. There are a couple of ways that that can be

handled, but one of the ways, and this is where we
get‘the‘queétion from, is what do I do now.
Obviously, the mammogram is negative, however, this
patient needs‘further‘workup, needs a biopsy of the
paipable mass or some other evaluation of'it.

If the decision is made to go to a biopsy
rather than some other typé of imaging, the person
is‘kind of left With a gquandary as to which
aSsessmeﬁt category to put this in, because the.
mammbgram is negative,‘it is not suspicious really .
although we do aliow peéple to pick which category
they want, but ﬁruly, the mammogram is heéative,
but that isn't enough, that is noﬁ enough because
if the only réport that gOes‘out is negative, that
patient won’t be adequately served, so thérefbre,
the recoﬁmehdation‘has to be something else,\biopéy
or whatever.

DR. PISANO: I ﬁhink‘I can clarify where
this issue comes from. It haé to do with the fact
that the terms in‘Ehe conclusion have to be those

six terms, incomplete to suspicious, you know, the

‘whole range of termg.
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Those are similar to, but not identical

to, the BIRADs terms, because the BIRADs terms are

linked to action, as well. They say, you know,

benign finding, one?year follow-up, probably benign
findiﬁg,-simeonth follow—up, et cetera. That 1is
what BIRADs does, and the FDA do not require the

BIRADs action term recommendation to be linked to

the impression, what do they call it, the final

assessment catégory; the negative, benign, probably
benign, et cetera. |

So, I thihkvthere is cdnfusion among
radioiogists, that Débbie is right, she is pointing
out that it is good we have clarified_that, because
if you try to iink thQse in vyour report, you come
up with the contradictory negative, follow up in

one year, when you really need to biopsy, but the

patient, she needs to be seen by a surgeon, or

perhaps havé a stereo biopsy or SOmething, but the
point is she needs a further workup despite--or
probably not a ste;eé biopsy--but an
ultrasound—éuided biopsy or maybe a ?alpable guided
biopsy. | |

| It is soméwhat gonfusing to people, I
guess. |

DR. DOWLAT:" I don’t think this is a rare
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‘situation. We are‘taikihq‘éEOUt something like 10

percent negative finding by mammography for a
palpable mass, and I‘see that relatively commonly,
1 in 10 or 1 in 15, with that kind of thing,

totally negative mammogram’and there is a palpable

mass. So, it is not rare.

DR. FINDER:  When somebody asks me that
question, what I suggest to them is the following:
USually, if you have got a negative’mammogram and a

palpable mass, the next procedure to do would be an

ultrasound. So, the assessment category on those

mammograms basically would be incomplete, needs
additional‘imagiﬁg evaluation.

HoWevér, there are some cases, and again,.
these are not quéstions‘we méke up, these are‘bnes
that come in to us, what dQ I do when I don;t want
to go ahead and do any other ﬁype-of-imaging |
evaluation. It is still‘a negétive mammogram, but
there is a palpable finding, how do I handle that
type case? |

I would think,thét the number of cases
where you have‘gbt a negative mémmogram/palpable
finding, and for whatever %eason they don’tvwant‘to
go aheaa and do éome othér imaging evaluétion is
small. ,Doeévanybody*diségreé with‘that frém the —
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radiologists?

DR. IKEDA: I think that the othef
category that this may come from, because I have
beén asked this question many times at national
conferences,’and the question is the patient comes
in, she has a palpable mass that feels awful, that
is really hard, and the radiologist does a physical
examination,‘andiit feels horrible. The_mammogram
is normal,vthe ultrasound is normél, spot
compression, ektra mammographic viewé‘are normal or

within the range of normal, multiple masses,

microcalcifications, nothing really to hang your

hat on and say this‘is'going to 'be cancer, but the

radiologist still feels that for the patient’s

‘benefit, she should be seen by a surgeon and biopsy

should be considered.
Ordinarily,‘radiologists are taught, in

BIRADs are taught the assessment code 1 or 2 benign

are linked to follow up in one year. On the other

hand,‘these patients deserve a surgical opinion and
the possibilify of biopsy.

So, inrthose casesg, ‘the radiologist now
has the’option of going to say the mémmogram is
normal( however, because of the_paipable finding,i
considerationvfor biopsy might be~considered.
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DR. PISANO: Actually, I agree with Dr.

Dowlat, that this is not a rare event. What you

are describing, Drf Finder, is a rare event. In
our practice, for’examéle; we.do_the whole workup
including extra views, uitrasound, et cetera, but
there are still‘quite a few’patients that fall into
thisfcateéory where you feei the hard lump or
something that concerns you, and you‘don’t find
ahything, you still feel they need to see the |
surgeon. So, .I don;ﬁ'think it is that rare also.‘
DR; BARR: I agree with all the
radiologists; It happens‘all the-time.; What this
is doing is what Dr. ikeda alluded to; This
guidance is now giving the'radioldgist the freedom
toﬁassign»whatever assessmentvcategory will get the

patient taken care of within the limitations of how

‘their computer system, lay summary system,

whatever,lqperatés.

In this case, the‘pﬁfpose’of the
assessment system‘is‘to get the patient the correct
létter and the cdrrect follow-up they.need, and not
to worry about technically whére>it fits. This
gives you now the fréedom“to do that.

| DR. DOWLAT:  Why didn’£ you give it

o

7
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DR. IKEDA: It is Hard enough with five
numbers. - |

[Laﬁghter{J 

DR. PISANO: I think if you just eliminate
the faét that it iS’rare,‘I think that that 1s the
only part of the thing that YOu’are hearing that we
don’t;agree with. The rest oﬁlit isvgood. If you
eliminate that whole firsﬁ clause, then, you just
have a perfectly reasonable ansWer. |

MS. HARVEY: Next question is just a
modification of previously issued'guidance.. Are
all regulated mammography units in the'fébility
required to be aqcredited and, if so, whétv
documentation is necessary to establish that thié‘
has been done?

We have removed the comment "or medical‘
physicist’s sﬁrvey;"

DR. KARELLAS: I think the rationale for
that is becéuse you do not want to create a
c¢nfu§ion because it'says‘"or," because the
equipment evaluation, that includes p;rt of;the
médical ph?sicist,‘is not one or the other, ﬁight?

DR. FINﬁER: ;Théystatement as-originallyk
written created a lot of confusion beCause what the
unit actualiy has t& undergo is an equipment
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evaluation, and an equipment evaluation covers

certain areas that are not covered routinely in an

‘annual survey.

So, we wantéd to make it clear it has to
undergo an équipmenﬁ evaluation at this stage.
That is why we ﬁon out those words.

MS. HARVEY: Any comments? All set.

The next question. 'This is a new question
and answer. I qualified as an MQSA radiologic
technologist in the past year and héve been
performing mammgéraphy for several years. I
regently.passed the test for the ARRT mammography
certificaté. ~Can I claim 24 CEUs for earnihg this
certificate?

The answer is yés, you ¢an claim the 24
credits.

All set? The next discussion that comes
up hés to do With a six-month provisional
certificate. A fé¢ility‘operating under a
six-month provisional certificate (including:a
provisiohél reinstatement certificate) may be
eligible‘for a single 90—day-extenéi¢n to its
provisionél certificate. (A facility operating‘
uhder a three-year certificate is not:eligiblé‘for
a‘90—day extension.s”
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This iS a1l‘new‘language.

'DR. FINDER: Let me correct. It is my

handling of Word, and.I couldn’t control what it

was doing. Actually, this is current guidance.
The changes here baSically réfer to the‘areas that
have been crossed out, but‘WQrd.ﬁade me deo it.

[Laughter.]

DR. FINDER: Again, we are trying to be
more consistent with how the process is actually
working and ﬁrying to;clarify ana simplify some of
this guidance here)

MS. HARVEY: So,.it;eliminates the‘base
effort. | |

DR. FINDER: We don’t-go into the details
of what they havevto do. They,have»to go through
the accreditatioh body. - |

The:next QUestidn; I think I will handle.
The additibnbwas we lefﬁ out the "a" for the word
Tat . " I don’t think there will be any comment onb
that one.

MS.. HARVEY: Fine. Moving right aiong to
the next queétion On‘pagé 5, line 21‘, Do units
with multiple AEC detectors’have‘to have each
deteqtbf tested individﬁally for AEC
reproducibility? o
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Essentially, the afswer is each one of the
AEC detectors‘which functions independentIY‘must be
tested.

Dr. Karellas, are you comfortable with
thieg? |

DR. KARELLAS: Yes, I am;comfortab1e with
this part, yes. | e

MS,'HARVEY:"Any other comments?

[NOvrespoﬁse.] |

MS.>HARVEY: Did we actually complete this
next questidn when we referred to it or revisited
it |

Question: Wifh‘theiintroduction of
Full—FieldvDigital Madegraphy, what constitutes a
mammogram, the digital‘data'or the hardcepy film?

"Is there added,lenguage here? Facilities
may transfer digital images electronically as long
as ehat is acceptable to the recipient.

DR. KARELLAs:‘ Today, when a patient takes
their films, they have to sign. When this is done,
is there any required documentation or simbly_just'
a casual trahsmit upon‘request?i I den’ﬁ know
whether there are anyrother‘issues. The good thing
is‘thetvthe digitai data elways remeins, SO you can
send the mammograms.-many times, which‘progides a
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margin of safety. %dday, if stébOdy took their
films and lost them, then, there is no record.

| I don’t think it is a huge issﬁe at this
point. I think it ié more of a logistics, who will
receive them.
DR. PISANO: I am sure there are'people in
this audience who are more expert on this thén I,
but from what I understand, HIPAA regulations apply

here very strongly, and before you can transfer

electronic information to anybody, you have to have

the permission of the pe;sdn whose information it
is. So,}in other words, one of the ﬁain reésQns,we
keep records now is to‘just have a dbcumeﬁt that
Says we released it ﬁo someone who the patient is
giving>approval fof, so that still applies to this,
so you‘still havé tbbkégp records, I believe.

DR. KARELLAS: This actually raiseS‘an‘
interesting point.  We haven’'t addreésed‘this, but
by your comménﬁ i see we have anothef‘queétion and
anéwer.that has to come out, gnd I do believe that‘
the answer to that queétion will be greatly
influenced, not by MQSA, but by the HIPAA
regulations, which are still under discuésion.

Wé4have a little diff§rent concept‘héreQ
A‘gfeat part of thegéurrént éigh—out ié to show‘
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where the records~actually’are;‘ In this new
process, obviously, the Qriginal:will still always
be at the facility, but there, the need will
probably be to‘documént who they have been given
out to, because you-dbh’tithis to be sent out all
over the ﬁlace. These aré patient records; and
have to be handled‘with appropriaté
confideﬁtiality.

The question actually‘is a good one for
ahothér document that will come'up, but‘I think it
is going to have to wait unﬁil the HIPAA |
requirements are better established‘énd‘formalized.

MS. HARVEY: Dr. Karellas.

DR.‘KARELLAS: Of course, we have to
consider the issue of‘confideﬁtiality on ‘the
transmission through the web or other means, SO
that is a huge issue.v‘Today,fif we were éble-to‘ao

that today, I don’t think we would do it, because

we would be very concerned about the transmission

part and the security.

MS. HARVEY: I was thinking that. Does
everyohe know what HIPAA stands for?‘ Can we kind
of guess what‘it'might mean?

DR. FINDER: Poftability and Privacy Aét?

We have anfanswer;
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(VMR! LARSON: Health Insurance Portability
and Accéuhtability Act.
MS. HARVEY: Thank you.
DR. FINDER: So, we héve to wait for that
to be formélized; In effect, I wouid‘imagihe that
there won’t be ahything different or uhique about

how it is handled under MQSA versus how it is going

to be handled for everybody else in terms of

electronic transferrof medical records, SO we
should wait and see Qhat happens, but I am sure we
are going to get more‘questions just about that
issue.-

MS. HARVEY:.‘We were hoping thét;digital

would make‘thihgs easlier, but it doesn’t sound that

'way, does it.

We have‘a Question. With machines such as
the GE 500T and 600T, whidh do not have a:separate
mechanism for compfessiOn'fine adjustment, cah
tapping ﬁhe foot pedal‘for‘fine adjustment of -
cbmpression force‘meet‘the year 2002 reqﬁirement?‘

We haVé just‘dne chénge in the language
here. Facilitieé wishing to modify their‘units'may‘
try'contactiﬁg third—pért?,vendors offering such‘
modifications for more information[ sinéé clearly,
more than GE‘providgs this‘service tb people.
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DR. FINDER: Actually, GE does not provide
the serviée, so that 1is wHy We crossed that out.

MS. HARVEY: Now, we have a change to
table involving medical physicist involvement in
equipment édjustments, chénges, or repairs.

We have a list of a‘féw adjustments in
Which,'at one point in time, it appeaﬁed that we
needed to have medical physicists to conduct the
evaluation, and we modified that.

Dr. Karellas, how does that 1ookvto‘you?

DR.&KARELLAS: I belie&e this was what was

already worked up previously with the physicist,

Mr. Pizzutiello, who was part of the committee

‘pricr to that. I agree with the modifications.

They are guite reasonable.

MS. HARVE?:' Excellent.

MR. CAMBURN: Maybe I just need gsome more
clarification on this, but it souhds like some of
these adjustments are adjustments that might have
an impact on imagé'quality‘or patient radiétion
dose{ If the‘medicaliphysicist‘doesn’t do the
evaluation, should an evaiuation be done by
somébody, or.is this‘an area that is not going to .
have an impact on image qualitYi?r dose? -

DR. FINDER: Let me go oV

er a 1ittlembit
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of the backgfound on this. This was an issue that
we thought long and hard about and had gotten a lot
of‘input after we actually published this, I

believe it was in document number 3 or 4.

Everything that you do can affect dose and image

quality,>Virtually any change that you make in the,

system.

WeAgot a lot of advice that the types of

Achanges that we are talking about here should not

impact adverSely or significantly on dose or image
quaiity.‘ The'other thing that you have to'keep in
ﬁind here is that we are not saying that you can
make thesétchaﬁges and not do anything.

What we have changed here is.the factrthat

the medical‘physicist has to-come in. We are

Saying if you are going to make these type of

changes, the medidalvphysicist_shéuld be cdnsulted
and have oversight,‘and_if under the specific
conditions they believe that it is requifed fhaf
they come in, then, they;have that option."But we -
got a lot‘of comménts that these typeé of‘changes
are done fairly frequently, in some places aé many
as four times a year,vand all you are doing is
making minor adjuéﬁments to’gét”theée~machinéé:into
béttef Calibration,ﬁith‘what they are’supposed to
MILLER REPORTING coMpANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666




10

11

12

13

14

15
16
17
l8

19

20

21

22

23

24

25

84
be. |

The concept of them having to wait for the
medical physicist to eome in to»do’relatively minor
things just was out of proportion to the "risk"
that might be there, that you might actually change
dose a small amount.

The other thingithat we were looking at
was the fact that since these adjustments are
usually‘done4as part of preventative maintenance
situations, YOu could haVe tne'situatibn where
somebody comes in and‘makes‘a minor adjustment, the
medical physicist can’t come for a couple of days,
and that unit is shut down for several days at a
time. We didn’t want to have that happen.

So, fron ail the consensgus that we got
from commente that we received from the ph?sicist‘
cemmunity, this was a situation where we could
allow oversight and not §lace anybody really at
fisk, and, in fact, preventva lot’of:down side,
because units would be put out of operation for’
extended periods of time really‘for ne‘good‘reason.
So, that is7whybwe made the change.v‘

MS. HARVEY: A burden on rural cemmunity

facilities, particularly, and an expense, a high"‘

expense. - o
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Dr. Karellas.
DR. KARELLAS: This does not mean/ of
course, that the physicist should not be informed

or consulted. It just relates to going

specifically and generate a whole new report, a

fresh report on the evaluation.

As Dr. Finder made reference to that these

minor changes‘have rélatively small effecﬁ, we all
agree that there is always some exception to some
rule[bbut the appropriatelpersoﬁ or technologist
should always notify thevphyéiCist if something

unusual happens,

The other item that I would like to add is

that if it is not the medical physicist or the

person'who performs the modification or adjustment

from the company, there'is'really no other person

other than the technologist, of course, who is the

person who safeguards‘the entire oberation because
they are always‘there.

MS. HARVEY: All>right. We move on to a
discussion regarding accreditation and
cértification‘are two separate processes‘aﬁd both
are required bf mammography facilities under MQSA.

Dr. Finder?

DR. FINDER: Again, this is,current‘
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‘guidance. We do have just a few minor

modifications here. It 1is a lot of wordage to make
these few changes, but again; it ‘is basidally;just
to be consistent with the way things are being
handled ‘at the accreditatién deies.

| Again, I woﬁidn’t call them really
substantial type changesf So, I would suggest,
unless anybody has any quaims about things, that we
move td:pagé 8. |

MS. HARVEY: Are you moving past»page 7,

| Question 17 Under what circumstances may FDA issue

Interim Notices?'r You are including that, too.
| DR. FIﬁDERE' Yes, this is all part of the
same accreditatioﬁ body'guidahce. |

DR. YOUNG : Don‘Yqung with a question on
page 6, beginning with line 36. It says, “To begin
the process, it must first contact its’selected'
accreditation body (the ACR or the States of
Arkansas, Califbrhia, Iowa, or Texas if the
facility is iocated‘in one éf those States)."

It is my undéfstanding the States can go
outside:their respective boundaries for
‘certificatidn aﬁd‘acCreditatiQn. _The Wordihg of
that sort»of'implies, it is‘not,as cleér as I think

it could be. ES
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DR. FINDER: We can look‘into]modifying
that language: |

DR. YOUNG: TIt’s line 36, 37, and 38 on
paée 6.

DR. FINDER: ‘We can‘iook intovmaking the
appropriaté modification on that. o

MS. HARVEY: MrQoBéiley.

MR. BAiLEY:i This may be my ignorance, but
if a-facility, a mobilévfacility, io accredited by‘
one of‘the States, and it goes across to the other
States, does that accreditation still apply? And
the‘answerkis yves, that,they don?t ha&e to get
reaccredited?

A specific example.- Someone from
Célifornia going to Nevada or Arizona'or Whatevefi

MS. HARVEY: Correct, as i understand it.

DR. FINDER: I don’t know if we have ever

been asked,that Specifically. Do we have a

definitive answer on that for him?

DR. BARR: No, I,don(t know if we have
ever been7éskcd\that}‘but my quick blush thought is
that the accreditation follows the unit whereverkit
happens to go wocld be myiquick answcr‘tovthéc‘
question. |

That:is~a gbod point that Dr. Youngb
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brought up,  and some‘cf you may'ﬁot realize that
accreditation is not bound by State boundaries if
accreditation bodies wiéh to accredit facilities in
other States, that is a possibility; We don’t have
that.situation right now. We may in the future.

MS. HARVEY: Page 8, Question 2. What
should a facility do‘if its‘certificate expires
before it 1is accredited‘or readcredited?

We have changed the language to allow for
a discussion of its options for continuing to
perform mammography with its accrediting body. All
right. |

Next guestion. Before a fa¢ility-—this is
an important one——béfore a fécility ceases
operations and closesvits ddorsf what actions
should it take to avoid futureyMQSA problems and
how should it deal with retenﬁion of mammographié
medical records? "Befqre" because "when" isktoo

late.

DR. FINDER:  Basica1ly, the addition here

other than the fact that we are changihg from

"when" to "before," obviously,‘you want the

facilities to take these steps in an appropriate

time frame, 1s the statement that startszon page 9,

line 18. That is new.
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DR. IKEDA: iihave a quéstion. Changing
the terminology from "when" to "before" indicates
on'page é, line 42 and 43,;so before the facility
stops doing mammégraphy, if you change "when" to
"before," it will say before the facility stops

doing mammography, they are not to display their

MQSA certificate, and the facility ma? file or

destroy its MQOSA certificate. Before it stops
operationé?

DR. FINDER: Yes, that wiil have to be
fixed.v Wé don’t want them doing that. ‘Sée, you
éhange one little word.

MS. HARVEY: It has ramifications.

DR. IKEDA: And you have got some

‘nitpiéker like me.

DR. FINDER: 'Nb, I am glad you picked that
up,'beqaﬁsé otherwise, we would‘have this’in‘the 
next modification document”instead of.the cﬁrrent
one. |

MS. HARVEY: Can‘you give~usban idea of
how Manylfacilities close precipitbﬁsly in'é year's
period, leéving‘théir patients Withoutff :

DR. FINDERgv«I would say from:our
experiencé,‘the‘Ones that we get and have;to deai
with, it is hot a Large number‘of facilitieé;
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however, the impact from any one facility can be
very significant, and we take iﬁ very seriously and
pursue and try ahd geﬁ'these facilities to do what
is right. It sometimes ‘isn’'t easy, because,
sometimes by the time you find out that the
facility hasvclosed,vthere is nobody there, they
are‘géne.w' |

DR. BARRﬁ Maryanne, we just published‘an
article up onbour web site about facilities'
respOnSibilitieé>in‘closure in this area of the
process that we havé‘in'place, and YOﬁ might want

to take a look at that, and I agree with Dr.

Finder.

We willybe‘talking actually-later in the
meeting about mammography access a bit,'and we may
address some specific issues, but I agrée‘with:Dr. 
Finder that the impact on, you know, one patient
who‘can't get her films is diffiCult, but we did
outiinevour entire procedufe in this article, which
is the first of a series of(three articles about
closure and facilities’ responsibilities.

DR. PISANO: I juSt havé a question aboﬁt
enforcement of thiS’or how ydu‘would‘possibly be
able to make sure people did this, because thé
facility‘is gone, tﬁe péople have moved away, the

| MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, B.C. 20003-2802
(202) 546-6666




10
11
12
13
14
15
16
17
18
19
20
21
22

23

24

25

91
entity no longer'exists;kYOu‘know, you have a
radiologiét Who pradticés‘sdmewhere else now. I
jﬁst don’t know howfyou.wili enforce this or what
you are planning to do about'iﬁ if people don’'t do

it.

DR. FINDER: That is a very good question.

We take a two-pronged approach to this. One 1is, as

Dr.‘Barr was saying}rwe'try and put out the word
what facilities ate‘sﬁpposéd to do, and the vast
majority Qf thé facilitiés out there, if they are
éWare of what they are rés?onsible for, they will

take the appropriate actions, and even without

‘that, the vast majority are.

The next qugstion‘is,what'do we do with
facilities that don’t'care, and we are looking at
all our options, the"fact that somebody goes out of
bﬁsiﬁéss necessarily ddesn’t‘mean thatYWe are dead
in the water. There are legél steps that wé are
éonsidering‘and talking with our general counsel
about going after thesejpeople.

| They do have respoﬁsibilities. You knoW}
it is a problem. Fbr éﬁamplé) if they go ihto
bankruptcy court, there are laws thgt apply‘there.
We are trying to.find out'who‘has precedence in
those type of situafidﬁs. We are dealing‘ﬁith
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situations where faéiiifiéé>have‘goﬂe~into'
bankruptcy, and'wé are talking with the bankruptcy
courts td make‘sﬁre that efforts afe required, such
that the films remain available to the patients.

- So, there are steps we can take evén if
people walk away from things, but obviously, the
more they walk away, the tougher it is to try and
enforce thinjs.

DR. ?ISANO: I'just have a follow-up
question. Why ﬂQt require the faciiities‘to send‘
the imagés to thé‘patient inétead of to the
facility‘of their chbice,‘because'itfjust would be
much less problematic,thanjhaving the patient tell
the faciiity. Each patient is going to want them
to send them to a different address, and you may
not get all——yéu'know; it is just‘hérd to envision
how‘yéu are reaily goihg.tovdo this.

Hopefully, T will never-féceriﬁ m?self,
but I just'don’t know how a fécility is really .
going to do it in practice, whereas,,theﬁ, if yéu
send them to the patiénth_you have the patient”s
address, you will knowvif‘the patient is not thefe;
because they wil1 be returned. to you, you'know,
those kinds of things asygpposed to‘just getting
ahold of all thé'pagiehts and finding out'a placé
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where they want thém sent .
I am just asking, I don’t know what the
right answer is  |
DR. FINDER: We‘have looked at this. What

we are trying to do here is give options. ‘The more

‘options we can give that still satisfy the basic

ﬁeed for the patient to have access to the films 1is
what we are trying to get.
There are limits to what we can require.

ObViously, as you pointed out, if they are gone, we

‘can require a lot of things, and it is not going to
'get done until we may have to take further legal

actions about .it.

Again, what we are trying to do is give
more options here. Hopefully, the more options

that are available, the more likely facilities will

be to at least pick one of these options." Again,

all we care about‘is‘thé‘fact that the patiénts_
héve”access,to'ﬁheir recbrds( so we aré going‘to
try and do whatever we can tb do that.

MR. CAMBURN: ‘Iﬁ‘the State éf Michigan, we
have had a'number of problems with mammography
facilities goihg bankrupt and just walking away .
from ﬁheir films. ‘Abouf‘two‘years‘ago;»we had fiﬁé
facilities under one oWnership»close down and gq
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bankrunt. They were petitioning the bankruptcy
court te‘aliow them to put the films in a dumpstei
and walk way from them. | |

It took intervention from the Department
of Attorney General, it took intervention from the
American Cancer Sdciety, from the Michigan National
Guard to help box up films and’transport them, and
it toqkknolunteer medical faeilities to say they
wouid accept the films and get them to the
patients. |

Just last fall, we‘had‘two more facilities
file for bankruptcy, the same type of‘thing; They
weren’'t going. to throw‘the records out; butvthe
responsible pefsons jnst‘disappeared,'no money
available to do anything;

Michigan currently is»censidering trying
to do two things. indon’t«know if any ofgthese

will be satisfactory or not, but one is to require

mammography facilities to post a surety bond when

they become accredited and to make sure it is
renewed every three years with that bond'sufficient

to cover the cost of closing_their facilities down

land storing the records, giving them to patients.

Another possibility is requiring them to

have a contract with’an independent mammography
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company‘or facility, such that if either one of
them goes bankrupt, the other one has a contract to
acceptvthe‘other facility’s‘fiims and méintain
them, and give ghem tb patients.

This is all early and SOme‘of the
negotiations in Michigan maybe wén’t gQ'Very far,
but I suspect this’is a growing problem from what
weféee. | |

DR. LEE: We had a condition where a

'‘provider closed their doors, and after numerous

phone calls, we were éble to locate whererthey
were, aﬁd they actually did ﬁave the’films stored
somewhere, but for the donsumér who is trying to
make an appointment with the provider that closed
down, they had no idea'whe?é their films were.
| It ﬁould’bé'nice‘to)‘of course, have the
films stored éoméwhere( but'hbw is that consumer
supposéd to find out‘where‘to’get ahold of her
films? | |
DR. FINDER: This addition here to the
guidance‘actually addresées thaﬁ in some manner.

We are asking facilities to let us know, because we

get patient complaints when the patiehts can’'t get

their films, and if we had the infbfmation of who

‘they could contact;fthat would‘be a great help,‘and
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that is what:we aré'asking for facilitied t§ dé; to
send us thét type ofkinformatibn,iso we can then
pass it along'té patients;‘ We do have an 800
number that patients,cén call if they have got.é
problem.

DR. LEE: So, you would advocate that the
patient éctually call you to find out?
DR.‘FINDERE ‘Well, I wouldn'’t advocate it,

but as a last resort, that they call us.

‘Obviously, the best situation would be where the

‘facility has notified its patients in some manner

where to'get the films or that their facility has

been taken over by another facility, so it’s

seamlessl but in those cases where it isn’'t, there
are various degreés‘éf acceptability, and down

toward the bottom is that the\patient actually has

to call us to try and find out where her films are.’

It is obviously not the optimum éituation,
but it certainly is better that she call us and.
find out how to get her films than have‘no’way to‘
find out where things,are going.

There is no‘quéstion. This is not a good
situation.When a fécility‘goes out of‘busihéss‘and
gées bankrupt'dr; yéu‘know, locksvupAtheir filﬁé. 
We are trying to come up with ways to maintain
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access for the'patiénts,lahd‘it is not easy.  There

is no simple solution.

As~Michigan is leoking at it, vyou know,
they have got soﬁe ideas, we obviously éouldn’t
require anythihgfiike that without having to go
through é new regplation process, that would be a
new regulatidn. Again, we are talking herexabout
guidance. The‘beSt we can dé at this point iﬁ’
terms of‘guidance is this.

The number of faéilities that are in this
type of situation are_relativély small. Some of
the correctioﬁs or sélutions that'afe being
proposed, I cquld(seébsomé of the radiologists kind
of squinting about\having to put up a bohd to
guarantee this when we havéralready gat problems
with facilities who have trouble‘sta?ing‘in
business.

These arebthings that We woﬁld pfobably
discuss if it comes down to 1t, aﬁ é néw fegulétion‘
type, but not aé’a meeting where we are just
discussing guidancé; It is,Certainly\SCmething‘we
can discuss in the futuré.‘ .

| »Hopefully, ﬁhe‘pro¢esseé‘thétvwe haye got
going_right‘néw'Will prove fruitfui'and’w;lithéip 
these patients whoare_in these sitﬁatidné‘get
MILLER ﬁEPORTING‘COMPANY; INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666




10
11
12
13
14
15
16
17
18
19
20
21
22

23

24

25

98

their films. In fact, we use the Michigan example
of where they got various groups involved and went
to, the bankruptcy court. We are doing the same

thing'in these other cases where we are aware of

the facility going into bankruptcy, and we are

using Michigan as an example of how to deal with

some ofvthese situations.

MS. ELLINGSON: I just had a thought about
Dr. Pisano’s iaea éf then Sending the films back to
the patients{ With a mobile populatién, I am

afraid you would have a lot of films in a dead

lletter file someplace. I would favor in the

guidance keeping that practice together and
notifyiné thé public by some means; newspaper or .
whatever, that this practice has closed, the films
will be mainfained) and sort of keep them»tdgether
and let people draw~them>out one at a‘time rather
than break up the practice and‘ybu don’t know where
they would go.

DR. RAMOS-HERNANDEZ: Would it be
appropriate to add‘some languagelabout_digital
mammography since there might‘ﬁot bé sevérél
facilities right now using it, but which will be
the form that the will keep thevrecords,‘becauéev
let;s say that ohevgf them closed énd they’keep‘
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their. records in hardcopy in the facility or

anybody willvnot be able to usevthem?

DR. FINDER: I think we have kind of
ad@ressed that generelly,‘but.not in a epecific
qﬁestion. The_recerd retention requirement is
irrespective of what tyﬁe of modality, mammogrephic
modality they>are using, so the requirements are
still the same. The patienﬁe‘still have to be able
to - get a usable copy whether it’s digital, whether

it’s film-screen, whether it’'s xeroxed, whatever,

not that there are any xerox out thereAanmere.

I think it’s generally covered in thet.

We don’t have a specific question. Maybe in the.

future we will get more questiens specific to that,

and we can address those as. they come in.

DR. LEE: You already have in the guidance

‘about arranging for the transfer of the medical

records. I was wonderingkif it would be good to
suggest thet the facility aiso, as Nancy suggested;
have somethihg in the‘newspapervabout their elesing
or even if‘you diSconfinue a phone number}'You'at
least have the option of 30 days, this isuthe
number that you Can call to find out where»ﬁe'have
your films or'eomething like thet,bjustvso;ﬁhatvthev
consumer knows where she can find her films.
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DR. FINDER: I think that is a reasonable

addition. We can come up with some wording to

address that they should try and notify the

patients.

MS. HARVEY&’ Mr. Bailey.

MR. BAILEY: Ed‘Bailey from California.
We have had a little'exéerience with bénkruptcy.
In one case, there were 4,000 patient filmé'that we
physically took posségéion of. They had sort of
been thrown in a warehoﬁse.‘

We went thfough thé process of;sending a
letter to every single'oﬁe of those peoble, and out
of that 4,000 women for that facility, we got‘ébout
1,000 people requesting‘thei: films.

M The Question'of bankruptcy,_and so forﬁh;
I think is very importénﬁ. We recenﬁly had one‘
company go bankrupt, had 12 faéilities. That
represenﬁs 1.5 pefcent of ail‘thé facilities in

California. To me, that is a fairly significant

number. I méan 1 percent, ydu don’t think of. as
too much, but what happehed is the bankrupfcy

| trustee has all those récords,'butithey are not_

stored in any way where they’can be readily
retrieved. They are in a warehouse.
The problem” of existing records, I think
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