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The Ha A irnal article of April 12 describes & company's
abtampts ta mnxkah in the V.8, a device purported to aid in the
early detection of breast cancer, and FDA's attempts to obtain
the scientific evidence needed for approval of the device.

Tos Caroel Rasco

From: Kevin Thurm

Thig device, called a sensor pad, is two sealed plastic sheets
with a lubricant between them that, when placed over the breast,
is intended to yreduce friction and increase the abillity to detect

lunps.,

FDA is concerned that because the sensor pad is between the
breagt and the fingers, it might actually nake detection of lumps
more difficult. For this reason the FDA has requested from
Inventive Products, the maker of the sensor pad, clinical studies
showing the pad's safety and effectiveness.

At this Cime, Inventive Products husx not submitted the necesgary
information for approval. FDA has met with Inventive Products
since their initial contact with FDA in 1985 and continues to
neet with them to produce the Information nacessary to ghow the
product®s safety and effectiveness,

Attached ig a copy ©f the WSJ article and a ract sheet used by
FDA to expiain the gituation., If you have any other questions
please call.
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n}n i vecstving inquiries about fsnsar Pad, » thin plaecivc

pad zn'pua with Jiguid eilicone designad o ald in bresast salt
exarisskion.

uL produst is net currently spproved ae sefs snd effactive
by FOA. Ths sgency Mas Informes t.ﬁt sAnulsoTurar, Iavantive
Profucts Itme. of Dovstur, I1il., thet {t must ocendust sdlnlces
atudiss jon the product’s safaty and sSZectivensss and Shtaln prae
sarkes dperoval frem FBA {n order £o Jagally merket it.

FOA L Teguiring the firm to conduoet alintoal Lrisie Peosuse

tha 83 has 8ot saen valld sclontifid evidence $a3t the produst
wilil aetuslly halp wonen deteast Iunps ang 4id 4n the dasaceion of
rreaas » |

rok la concerned that nitawy than 3id in detection, s
product | pight actually mics Jusds oF wmask whoeir pewssnoy.
nnmil of ilumps has Izporsant hasith foplieations for american
SO, It & produdt waXing this claly 408 MWOT parfern as
i intended, weasn vho Sepend on 1t ATe PNT AT greve risk,

xnvbﬁvt ProgusRs sudnittad a pra-market actifiostien (5306k)
tor im‘zsz Pad in 1988, soying he devios waa  sudTARTISlly
aguivaient €6 8 legally sarketed pooduct. vipan Teviow, ¥DX
soncliud EANE tha device ang its use wvara &u:irum{ from other
~AORE~
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Page 2, T94-19, Sensor Pad
doviogs. TRo £irm wae told ERRt 1€ vYould nepd to sudait » Cfuil

wtm&i’xtt approval appiication {PKA) .
n}upzzc the denial of 1va application, is L0827 the firm Degsn
11leguliy serketing Sansor Pas to hespltals. This lod to o sarice
of saisurns of ths product by POA. When chs fiim Contasted thé
aﬁqh{az seizure, & fedaral Court xuled In favar of POA, osnaluling
Shas the pad wns An ssulvaxsted sadiosl daviae, *!M firm sppenlieg
the nﬁliw. gontedding that ths produst wae not o Mﬂul devioa.
a: 1081, & feders] apporlo sourt affirmed the sriginal ruling
it W ped van & nedice) davice and that an twwvn PEA SRS Da
wtrz&d detora tha davizse eould be wavketesd. Follobing tke
mtua;h soizures &g ShroUglaut he  lsgal pn?us.- Ly firw
" comsimiod te distrilute the davice. and FOA contimped <o esiss St
IN 1959, following the {nitisl sslmire, *he firm subpitesd 4
A zo{ ths agency. ThLls applicstlon soncained licsin information
and i var indfaguate It & disls fur detaroining safely and
wnmz VORIt
ﬂ'n Bar Basn working with Iaventive Frodutts for the past nine
years to aseisk in {ts attanpt ©o bring {ts product %o verket. The
unm:iu oentinuing o wOXX vith the Zirm o help it idansily sast
is nechssrry £0 Ehovw the product 13 safe And affective. FDA hza
133 rous iaes with Ahe sspufsciurer L0 43scuss the typs and
© guality of daty thet are nEeded and The ways ciiniedl srisls can be
condusted ao a3 to bs the laset burdensose on the firm yeu still

previds the necuamsary InIormsation on ssfety sndd effsctivenass,
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Howa Device to Aid

In Breast Self-Exams

ks Kept Off the Market

Other Nations Approved it.
But US. Demands Proof

Simple Pad It Risky

Nine-Year Battle With FDA
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‘L e
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ALUMINUM PRODUCTIOR inthe (1.8,
lelf 1o an annusal rate of 3,371,655 metrin
ot in Mareh from 140L.006 metrictons in
February, the Alumingn assaaaiian re-
ports, ’ «’“"

FirstLZidj}' s‘TEz'pAide
Brings New Clout
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To the East ng
i'df * * *
Presidiiig Over "Hillary] and
Magge Williams  Firids

&

PRI I N
By MiCHARY K. Wwveny

Siasf Reportor of T WaLs, STREEY SOURNAL

WASHINGTON ~ Margaret Witliams
nas resumed writing poetry again, a pag
time she gave up years #go. “The only
thing vou bave 10 holg on [0 15 what's ingide
you,” she says. “They ¢an nunt and rave
ahour what I've dane, or what they think
I've dope.”

And fust what Aas she done, the 39-

yearold chief of staff to Hiilary Rodham
Climtan? By aii accounts, Ms. Williams~

-Engwn as %%aggre — as become the mast

power{ui  African-
Ameritan  wWomah
#ver L6 serve in the
White Houge. In the
proness, she. aiss
Has  become  the
mast powerful chisl
of stalf 1hat the Bast
_Wing -~ the first
o ladys domalnat the
White House — has
svar seen: in status-
consclolls wWashing-
S AT RlEY tony It S exrremely

e “stgnificiing that Ms.
Magipe Williarms - iams's own of-
tice is located in [he White House's West
Wing.

But thsre are guestions sbout what
Ms. Williams sas done regarding the vex-
ing controversy over President and Mrs,
Clnton's investment”in ‘the Whitewater
Development o, real-esiaie vanhime.

Her bass, having been viewed & an
inspiration for women, is incressingly por
trayed in the press as an uptight lawver
wha I3 at the center of many of the
adiinmisiration’s probiemns, Ms. Williams
hersed] is one of three people Who want inie
Deputy White House Counsel Vincent Fos-
tar's office the night he comiitted sulzide,
She huas been the target of vonspiracy
thesties toacerning what might have hap-
pesed 10 Mr. Foster's fiies on the (lintors”

bt R A i e dov T30 ] Bowvrrm Fover detBei e e B e

Power Comes at a Price g

Labor Letter

A Special News Report on People
And Their Johs in Offices,
Fields and Factories

COMPANY SMOKING BANS: Du they
aetually help workers goit?

Maerck Chairman Roy Vagelos gays the
number of empioyees who simoke fell 2%

duiring the Hirst 18 months of a companywide |-

ban; more than a third of the employees who
toak smokingcessation classes staved off
cigaretias for two vears. Siale Farm reports
shmitay results, “I've had empioyees coms
up and say te me hat WS i5 the only way
they ever could have quit somaking.” says
personned direcior Ron Prawiit,

But.. Cauniry Companies Insarance,
Bisomingien. I, which boasted a 25% suer
cess rate when it laonched antismoking
programs in 1987 and 1988, now drops them
for iack of worker interest; many paopde just
leave a1 luneh 1 staoke, or smoke at bome,
says spokeswoman Deanng Frautschi. Bell
Atlaniie, which instituted n smoke-res
workplace ¥t 1988, aisy. stops paving far

.1 smoking-cessation programs, as does Cone

salidated Papers, Wiseonsin Raplds, Wis. -
Publie Service Eleotric & Gas of
Newark, N.J., though, kelps some 132
“employees who srioke — 8% of its work
Joreethrougk American Lancer Sociely

. ond afker pmgrm5

s $’I‘!LL THE BACK af the plane for
mast business travelers.

‘ine ana of the yeression hasn't brought
much more Hrsi-class traved fur executives.,
conipanies say. Electronic Data Systems,
which ended such peeks in 1981, pays {or first
ciazs only i a eritical contract §s af stake.
American General, a Mousion insurer, rer
serves (he wide seats for ity exenutive vice
presidents and unit presidents.

Home hullder Centax Corp, and gthers
ban first-cluss ravel unless exersiives use
frequeni-fier certificates, Most compandes
it gxecutives keep their miles, then trade
thers in far free Dights or apgrades, Eacore
Cemputer, Planlalicn, ¥ia., reimburses em-
ployees half of the discounted rate for any
fiight i which personal frequent-filer miles
argnsed,

GAY RETIREES soon will have thelrsws
retiremeat corammnity.

The Pgims of Manasots, & 26-vilia com
ples. is on he drawing boards aulside
Sarasota, Fla, Bii Laing, whe is butlding e
property, is stiit sparching for the right site,
but expects 1o find it soon. He glresdy has
recelvent mare than 388 inquiriesafter s in
gay publications surh as 3 Percers and the
Advocgie tout “The Firsi Alternative Retire- |
ment Home."”

“There | is nothing In the country fikz this,
not one retirement home™ for gays and
lesbiane, savs Mr. Lalpg, who plens {0
intlude & permansat-care howse for rese
dents unabie f0 cook .amd. handle dally
chores. What about heferosaxuwal appti-
<ants? “If § get straight people who want {o

come in, | rannot by law kezp them out,"” he b
says. “'Bit they must know that s gamg ! '

be made up of gay and leshian people.”

Mr. Laing soys ke Is pleageally sur-
prised whout o luck of bucklesh. “'We
huven 't gotten uny homaphohic med. Nl
any

THE FEDERAL QOVERNMENT kiks
off 4 massive «ffort o spur eatly retire-
ments, 1.5, officials hope to inre as many a4
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Safe}ijF irst
How a Device to Aid
In Breast Self-Exams
Is Kept Off the Market
Other Nitions Approved It,
But U.S. Demands:Proof
Simple Pad Isn't” stky

r—

Nine-Year Battle With FDA

By BRENT BOWERS '
Staff Biporter of Trm Wals, Breerr Journal

It is sbout as sinepie 28 4 mediea) device
can gel; (wo sealed plastic sheels with
tubricant in between. It i fald over a
woman's bresst like z cloth during an
examsination, o reduce frietinn,

Clends Richardson thinks it Drobabiy
sparad ber deatll from Breast cancer. John
Withers, & surgenn at the Maugi Cilnie in
fiawnil, says it is one of the most effective |
weafxies dgainst breasi cancer In vears,
And Patricia Redmond, 8 New York radicl-
nRist. s3vs If "can &hsolutely give fives,”

But don’t try buying it i the U.S.
Theugh many docters and cancer speetil

Revokdng Product Apnravala
Wiile the FDA kaeps many medicifde.
vive producers in limbo with img delays
in spproving vew produets, it ean 2l
Lake wwEy approvais—often with devas- -
tasing results, Enterprise, page B2,

ists hail the Sensor Pad as & wsebul tool in
detecting the- dispase. (hat many, women
fear most,*and though it yesrs apo sajted
thrsugh approval processes in countries in
Europe and ‘Asia, the . Food . dnd [yrug
Administration won't %t Inventive Prod.
ucts Ine, sell it in this country,

Grant Wright, the president of Inves-
dve Products, and his father, Barl, the
pad’s co-dnvenior, have heen fighbng for
nint vears io geiclearance for the product.
What began as an FDA request (o more
informatisn has degenerated into 8 long,
debifitating struggle and aliegations that
the Wrighis violatee feders] jaw, 8o frus-
trated did the Wrights become about the
bureaucratic mage that six years sgo they
- siarted selling the pad.lo U8 hospitaly
withous FDA clearance. That-triggered 1
‘zourt baltie that they fost in 1832, Now they
are back o ylag (o win FDA blessing for

smeyad G EE e an -,W}s-f
Stiﬁing Innovation? =

* But if the dispuie isp'l’ rmived swzz
Grant Wright says, he will cloge nis Deca-
tur, 1L, company, which costs about 34.000
8 mmh o operate ang has aiready burned
thivugh 3156.000 in iegai fess. “1'n1 38, with
& whe and treg kids." he says.” Tvegntio

do something with my iifs.”



http:yearn.go
http:Developer.em
http:M1ClIAf.'.If

EEEL )
up

ore
the
ons
avi

ily
a8,
wid
iof

the
ure
‘s of
ihe

hey
the
aa

Y-
Hig
iEK,
pa-
ini-
#ri-

ae-
!‘Qf

nee
nly
e
#in

weir
ack
afie
trof
the

fliiH4
lip»
Jdek
AiR

T—

.
¥
g

fice 1§ Wocated It the White House™s West
Wing.

Bw ihere jre questions sbhout what
Mz, Williams has done regarding e vex-
ing controversy over Prasident and Mrs.
Clintor’s investmeni in the Whitewater
Devejopment Co. real-eslate vanture,

Her boss, having been viewed as an
inspiration for woites, is increasingly par-
Irayed e the press as an uptight lwyer
who is 81 the cenler of many of the
administreton’s problems. Ms. Williams
herself is one of three people who went inte
Deputy White House Counsel Vincent Fos-
ter's office the night he commiited suiclde.
She hag been the targel of conspiracy
theories concerning what might have bay
pened fo Mr. Foster's fiies on the Qlinteny’
investments in Whitewsgter, which later
were removsd and handed over (o the
Clintonis’ personal lawyer,

Thes theoriss smostly cenier on the~
possibility that Ms. Wiliams went into My,
Foster'soffice, not out of grief, as she says,
ar to leok for & suicide nole, as other White
House aides have said, bt to retrieve any
docurnends that might hurs te [irst fady,
Thil is ane of the lssues Speclad Counsel
Robert Fiske is invastigating. He also i
robing whether there were Improper oo
tacts between White Houst and Treasury
officiats sver the {ailed Madison Guaranty
Savings & Luan run by the Clistons” White-
water pariner. Ms. Williams was present
at @ February meeting with Depuly Trea-
sury Secrelnry Roger AHoan,

Sympaihy Cards .

Her involvement in the coniroversy has
beej painful and renic e g worman win
came io the White House 35 an ideslistic,
new-generation Nemocrpt Imeine 19 ep-
stare faiéh in government, instead of asco-
lades for her influential position ai the
White House, Ms. williams receives sym-
pathy cards from famity {riends. Some
send flowers.

Unfaitingiy toval to the first %aéy, ?:!s
Willinms declines to taik publicly about the
Whitewaler controversy, or about “any-
thing that hus to do with my work,” But
however Whitewater turns out for her, she
says it is nothing compared with other
struggies che airendy hag endured in hat
Nle and career.

“You have (o look st everyihing
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"POLITICS & POLICY: Leach, Clintons'
_oritie, faces skeptics in Iowa, A28,

HEALTH: Nonprofii hogpitals stress
charity work to save {ax breaks, Bl.

INTERNATIONAL: Tourists’ deaths
sour Taipei-Beiiing ties, Al3.

REVIEW & DUTLOOK: ‘Whitewaier,
(zeorge Miichell and the Court, Al

" OPINION: Arthur Schiesinger aprees
with Goldwater on Whilewater, Al

LEISURE & ARTS: Beethoven, Mozart
ang! Stravingky oa CD-ROM, AlS.
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“Thereis mothingin zhe country ke z?zis
ol one retirement kome” lor gays and
leshians, says Mr. Laing, wheo plans to
include & permanent-care home for resi
dents unable io cook and handie dadly
chorez, What about helerosexual apsih
cants? i 1 get straight people who want o
come i1, { cannot by law keep themout," he
says, "Buf they must know that it's going to
b2 made up of gay and lesbiun people.”

Mr. Luing says ke is plensantly pir-
prised about a lack of backlagh, “We
ham ‘tontten any kamo;:hal?fc mail, Not
zmy

THE FEDERAL GOVERNMENT kicks
off a massive effort to spiizr early refire-
ments. U.S. officials hope Lo lure a3 mgny as
108,000 workers o ball oit, as part of the
{ivp-year goal of Teducing the federal work
force by Z72.000. Buyou! offere begin wl
seven ggencies, inchuding the agmzziture
aadSmtadepartmm:s

MONEY GETS 'EM, management
keeps ‘em, recent studies show. Search firm
Challenger, Gray & Chirfstmas found ina
survey thut job candidyies ara woped 1o new
firms mosty by big sniaries. Bui 4 separaie
survey by Wihsen Laarning Corp. Savs that
what keeps empivyees happy it strong lead-
ership sKills among top manigement.

1
.o

CHEMICAL WORKFARE: Neariy two of
ihree workers world-wide are .exposed (o
chemicals at work. the Internafionsi Labor
Organizaiion repords.. The United Nationy
arm sevs many problems inwive agricul-
fural pestieides znd chemical. production.
*The problemt i3 quite chronin in developing
T oS, suyy fsaac Obadia, ILO'S heglth
and safety expert, Training gnd better infor
mation are crucizi solutions, Ke $avs.

TRADING PLACES: Chemical tompa-
nkes switch emplovees to leary new trieks,

Dow Chemica! Co. sent emplovee John
Latham on § two-vedr slint o show Nalco
Caemical Co. a few things about environ-
mental aad safety operations. in exchange,
Dow peis Nalon emplovee Steven Curtis to
share hiy expertise in sales and marketing
with Dow's Advasmged Cleaning Systems
business.

Such 2 swap is almost upheard of in (he
corporaie warid, Dow North Aamerica Vice
President John Duren says the ¢xehange
resuited from the firms  mumiual respect.
“They buy things from us, we buy Lhings
from them, and we like ti‘ze: way they do
business.” Mr. Duren says, “"We arg gz:mg
o horrow from each other's stremgths,”
2dds Naleo President Ted Maoney,

The sway also saves the companies a
bt of moven. Withowt! the swup, AMr
Mooney sups. Nafeo would have had fo
hire somoome with environmental ond

safety gxperfise.
THE CHECKOFF: Only 400,000 women

Hm

in e U.S. earn morg than 305000 4 year,

aboul png-eighth of the pumber of men
making 1hat much, noles Women's Bureau
Director Karen Nusshaum In Working
Mother magazing, . . . Ahout 4 quarter of ail
unfair labor practice complaints filed with
the NLRE reiats (o the 1.5, Posial Service,
postal board <hairman William Gould IV
sgtimates.

~RENIN (. BALWEN

Mr, Wright's sivoggle. i the eyes of
stmie, i more than just the tole of a
smail-lown eatreprenenr's tangte with far-
away bureaucrats: i is more, too, than
study of how the medicai-devices {dustey
in e .8, copes with the world's most
stringend rogulatory sysiem. To some ad-
vacates ¢f his simple device, i i 3 mani-
festation of the way the pation's Hiigagion-
griven aversion o risk can stifle innovs-
tion in ihe madical marketpisce. “Weasa

. society refuse n 1ake risky and want 100%
guarantees that our jives are goipg-1o be
perfect,” Says Mary Palmare, a Chicagz;
Fynetologist.

Dr~Falmore ' acknowledges that’ the ‘

FI¥A has a legal duty 1o ensure that the pad
isn'l falsely promoted as i dlagnostls fool,
bt suggesis thal the sgency Usell may be

Langht up in what she sees &5 3 oatlonai-
“The ¥4 Is con-

chgession with safety,

gerned that in our itiglous socisty, 2
womgh will say: {used i, and | gol canger
aryway,” * Ur. Palmore says. vy 7o
The agensy s4ys thai safefy, not Hiiga-
Hon, is s miﬁ z:ﬁrz{:eru, And H# strongly

L. Semsor Pod ) 11":

detends its rahzsai to suthorizs the Sensor
Pad. "Their indention is very worihy,”,
Susan Alpert, direcior of the FDA's Office
of Device Evaluation, says of the Wrights:
"Bt the issue Jor the agency isof ensuring
that we don'i allow 10 market any device
iyl poses significast risk without an at-
tendant benalit.” )

Indesd, many consumer advocaies and
hedlth-care specialists applaug the ¥FDA's
rigor in screening devices, and some come
plain that 1 doesn't act foreelully enough’
The F{A, meanwhile, facas a huge backlog

of applicationg for new mestical dovices,

which hag stretched {he gverage roview
fime o 196 daye. The ageacy says 1 5
working hard 0 whitlle the backlog of
more thin 5,868 appiications.

Breast cancer ok an esthmaied 48, 990’

Bves in the U.S. iast year and was ifie
second-bigwest cancer killer of women,
Barly detsciion is essendiah in defenting It,
ang frequert seif-examination is essential
i that effort, But many women gon’s find
this eazy, and that {3 where the nad comes
in. Its lower shee! clings to the skin while
the top sheet “foats" on a thin ayer of
Heauid silicon, siiminating [riction 30 2
finger can axpiore he coniowrs of an ¢hieet
as smail 25 3 grain of sgil,

“The {king thal amges me,” says the

Please Tarn ia Puae A8, Osfums {
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Safety First: A Long FDA-Company F h't Keeps
Slmple Aid to Breast Self-Examination Off Market:

Conbinged From First Paga
. younger Mr. Wright, “Is that the research
© spending (ob breas! cancer! kesps going
op and T cant gol this simple 47 product
into the hands of women who want it
His {ather, Bard, once thought the Sen
sor Pad would be & Big success. Mrr
... Wrighi, 53, i5 .an .established invenlor
- whose products range from & hlodd-4¢rum
. flier used in aboratories (o nenaeroso
., Joaming pumps used by hospital surgeons,
- Mr, Wright in 966 set up Inventive Pmd-
uels as a subsidlary of his Eari Wright Co,
solely o make and market the Sensor Pad.,
*™¢le put his son in charga. - :
. Galniog apprwai i zell- H in siher
“¢puntries wasn't 'z problem. Inveniive
" Producis applied for marketing suthoriza-
~'tion {n Canada in 1985 and pot 18 within 30
dnys‘ Grant Wright says, He gish says the
- pad has been approved in Japun, Singa-
- pore, Koreu, Thailand and most West
"Ruropean touniries, although Inventive
Products  Basn'! acllvely promated it
"abroad. “We've had no probiems any-
‘where in the world,” Be says.: .0
Except at home. When the Wr‘!gizis
sought FDA clearance for t&a device in
1955, the agency's "
Initlai response was
positve.. StHi, the g /
governanent wanted »
mmore  information,
“"Every iime wes
submitted informs- W
tion, they asked for - _' :
more.” the son re- "‘g
¢als. Alter xoveral..
months, the agency. )
denled approval for
the pad = buf fndh-
. ceied I8 concerns
might be mel b}'.\ :
extensive labeling 7 = G‘mz Wrzgkt
changes. ~ T -.
The FDA war:zed tlze Iabeling % state
{hat the Sensor Pad copld be sold by
prescripsion only. ‘And 1t wanted all refer-
ences i breas: cancer deleted. The label
wasg o incizie the chernival componition of

the device. It siss was to describe the .

inchediameler pads “susceptibility o
hegt, sunilght, sosp, Formalin, aicohol and
uthm‘ mechaniesl agents.”™

Mr. Wright says he immediaiely get
about complying wiih the reguests, But
-gbeut three months Iater, he says, the FRA
Igexpiicabiy notified hm that it wouldn't
reconsider approving the produet. Tngtead,
he was told, Inventive Products would have

-t go through a laborlous “premarkst
approval” process for mew medical de-
vites.

This process is mesnt o keep fnew,
mosliy higivtechndiogy Inshuments off
the morkel uasi they can be adequalely
tested for salety. Few people wouid dis-
sgrvee that the FUJA showid get convincing
evidence {Bal invasive devices are safe.
More than 200 people died in the 19805
when thelr Bjork-Shiley hears vaives frae
tured, for instance. Ruf My, WHgh! Rryues
that the Sansor Pad pt:ses 1o dlrec:t risk ]
USETs. .

The FDA raspemis thst ﬂze imiirett
risk ~ thal o cancerous luip woild o
undelected—is polentiaily lethal, |

‘The agency's Dr. Alpert says the facd
that & devies 15 simple doest’t necessarily
mean it is berign: everything depends on

- ~-He“intemded use.” She dismisses endorge-

menis from dociers and patlents — which,
She s5ys, many device makers trot out—as
nrecdplal evidence thal is insulficient i
make 8 scientific case. “Reporting doagn't
do it—data does.” she says,

i 1892, only 32 medical devices were
given FDA premarket approval, including
heart pacermakery, lenses thal are im-
planted into the eye alter catarict Surgery
and devices for smashing Ridney siones. Of
e zimple, noninvasive pad, “['ve never
soes a progduet tike this held off the mar

ket,” says Johin Isaacs, & gynecologist In’

Evapsten, #l., whe I8 the asthor of g~
1exibook On breas? dlsease,

e b3l the FDA SBYE 10¢ NeRSOT FEG nesas

o be scevtinized becguse it isn’t “substan-
thally eguivalent™ 10 & produst already on
the market, 2 legu! requirement for quick
approval of simpie devices, The Wrighis
srgus that the pad is sunstanrially eqiiva-
feni 3o soup and walér, A mixture the
medical eopEnuUnity Ha¢ long  recon-
mented 5 reduce friclion in breast selfex-
amination.

To oblain premiarke! approval, the FI1A

said, Inventive Products would have o
condact exbaustive flinical tesis on
woren, comparing the number of breast
canser cases detected tirough sell-pxami-
natisn with ahd withoud the Sensor Pad.
Such lests, Mr. Wright says, would require
a huge sampie ~ & minimum of 32000
women—io prodyce statistically meaning-
1ud resutis, An FDA spokeswoman disputes
that llgure. “We want fo be 33 reastnable
ajwecan,” she says. "“The nmber wijl be
much less han that” .

Mr. Wright says he has already done
two tdals with simulated breast models,
whick he ciaims vield more sosurgle re-
sults, In the first, women exgmined the
artificial breasts for lumps using bath the

. pad and their bare bands. in the second,
they used hoth those methads and alsn &-
third metioed — soah and water on their
hands. The tesis showed .that the pad.
enhanced sensitivily and resuited in in-
cressed ump defection, Mr. Wright says.

The FDA rejected his frials as insuffi-
cignt. The prospect of sz&rﬁﬁg ovar with

" the lengihy, expen- p
sive tests the FDA
demanded ™ pushed
the: Wrighls "o

~changes = . their,
courRe. - Becsuse

Ahay never ¢onsid-
eredihepadicies
medical devlee as
defined by federal
law, they decided in
1988 0 market the
-product direcify o
%% oy Gt R

58y they— ;
.and their attorney~ Bt Wnght
“tigurad the FDA either would recognize its

{ plack of jurisdiction or take Inventive PZM
N .ﬂ q‘ie :

aczs 15 court and fores tha lssue:
. Dver 15 months, the Weighis snid 250 -
800 puds to some 200 hospitals, But ta April
B Eadorel Sponts rekied thi Gunipany's
Decatyr plant and 3 number of hnspizais

L and ronfisested the pads,

The attion came one day afte;' Ear].
Wright was namedd finalist in the Inieitec-
{ual Property Owners Boundation’s inven-
toroi-the-year contest for his Jiouch-

_enhgaing device.”

Grant Wright chaﬁeng{'& ﬂze FDAS
chaim 1o jurisdiction over the pad. Bul in
1999, 3 U.S. district court in Danvilie, Hi,,
ruted for the FDA. Mr. Weight appealed,
and two yoars later an appetlate court in
Chicags upheld the ruling. At thal point,
Inventive Producis told the FDA i had
ceased marketing the pad,

Bt My, Wright dida’t gave up. [n Mareh
1992, he filed an ethics compigint with the
FI:A's iptagrity office against some
dgency officiale afler learning thet they

company without his knowledge, Aflsr he
fited ¢ complaint, he says, the FDa
turnied hostile, At 8 meeting in Washingtot
in August 1992 to discuss requirements for -
prernarket approval, he sbys, an FDA
imwyer — Nankes by 16 other agency offl”
rlais and a Justice Depargmnent lawyer—
“toid us-we'd mever g‘et vur pmduct to
market.” )

An agency spokeswoman sgys it i3
doubthy such a remark was made, "We
have gone oul of o4 way i show the

Wrights how i0 get thelr product marketed, ,
Such & comment dossn't make sensa.” she
54YS.

y?r!r. Wright promptiy frad off lelters of
eomplaint about the meeting 0 the FDA
and &5 Hep. John Dingeli of Mickigan, who
is known for Halling the FDA for I8
missiepy, Mors istlees flew back amd forth,
An FDA integrity officer wrote that the
FiiA was acting In good faith. Mr. Wright
responded by demanding an nvesugation
of the FDA swver who aitended e Au-
gust meethgz. A couple of days fazer, bis

~Washingion [awyer sent & seven-puge iet--
ier 1o o Dingell staffer, 'accusing the FDA
of “hounding” Inveniive Products. o

‘Foar mwonths . aler, the Wrights re-
seived notice from an FDA compiianes

says fie has received no word aboul the |
investigation since an FDA administrative

he har gotten {he message:
squawk, they will slap you around,” The

FDA denies igking any reislatory ae-

RS s Lo e
rﬁq}-»mm AT
2 e s ) ?q
ey T
ticns. I Pt N
Meanwhile, members of .{he medical. | 4
cammunity coptinue (0 support the Sensor
Pad. Dr. Withers, the surgeon at Madl | gy
Clinic, says the pad has twice enabled him § g
1y feet stherwise undelectable lumps. He | o
seoffs At the tdea that using it mighl glve | oy
women 4 [alse sense of security, one of the
FDA's main concerns. “There Is no nues- | oy
tion that the Sensor Pad ingreases my | pa
taf:ziite ability,” he s8ys.. i mke.sv M:“t,loo% nE.
easier.” N ‘sh:
Gale Katterhagen, medicai director of ’BZ
the cancer center at St¥loseph Medical |
Center in Burbank, Calif. says’tests be | o
condtcted for Inventive' Products several | gq:
years age indicated that women who uged |
the pad were 22% more likely, o perform | e
‘monthly breast sxamd’Thls . device is el
harmiess,” Dr. Ralterhagen 8898, ., < g N
" Women who yse the p@ﬁ‘mear by .- ha
Ms.. Richardson, a 43»yw«a§d Decatur mi
resident, doubits that she would have found | Ro
two small lumps without the pad. She hads | i
doubie mastectomny. Vi pz‘ai}abty save:i my | ve:
life,” she sayisd gddinfﬂmm ghive one tgx in
her 19-year-old daugher.~ = G 4@u '
. “Mary Gomsan, 4 wyea%d%gﬁier zg tv
Wwashington, s vertain'the pad ‘Saved her, a5
breast, T tund my, cancer beélore il W&s- i
detertable on 4 mammgm‘zz." she saysy In
Her surgeon, Katherine Alley,: says the- Fi;
devies may have saved Mt Gorman's life”!
Considering the lethality of breast cancers | P
Dr. Alley says, "It §s just'ridiculous™ {o
keep the pad off the market, ;"3 % »Qt& sh
Potential demand appem be age, | M
When a Pitisborgh hospital offered on local .{
TV In 1990 to send out frée Samples, it 3:;35 sip
Pooded with 36, ﬂﬁ&mﬁsmwters, %.g_ Tr
£3 For. afl that, theSFDA'S Dr. Alpert!| gu.
"believes that Inveniive Produtts is Yargely | ha
responsible for the delByE it m ezwmm« oS
Jtered: There are 1618 of different kind8of /| 7 3
Eriazs!heymmddﬁwsbewmslseﬂe& i}’.
tive,” she says. “It"’ﬁoes*z’tvhavg to'be | T
}"em aﬁd A M‘i*‘z Py ,ulg:',,‘ o
The elﬁsr ‘ir Wrigi;t has mar;agaaé to | Na
commercialize the, Sensor:Pad's antifric: | fo
tlon technology for s mich smalier mar | i
ket, He has built the Stpp, a.nylon'and | frc
plastic sheet used In hospitals fo.tranxler | 0
patients frofy & gurney 1o 8 béd: About 500 | -
have beensold, . -TECAENERN | In
" But BiS 0N spends auch of hs time in | “an
his nearty empty headquarters e exp!m wirtg
to doctors why he can't sead thed siinples | Fi:
of the Sensor Pad. Last yearyhe isid pfihls | |
own brother, reducing hisiwork foree:to.l . sor
hiraself and his secretary frdin 4 peak of & b
six yesrs ago. “We're azim poinl.af sen
surrender.” he says. Lo g@?‘g‘ el Un

fnd met with a minority sharehoider of the '

officer that the agency was investigating
them for pessible viointions of federal law }
for seliing the pad in 1590-91. Mr. Grant §

hearing in Chicaz,. iast June. But, be says, ¢
“Uoyon |

£ o, W
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