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Figure 11.6a. COSTS OF POOR QUALITY AND PRO D UCTIVITY: Medical Prosthe tic Dev ice s

EM9039: The Globe and Mail, December 14, 1990, page s A1 and A2

Se arch on for users of faulty heart valve s
___________________________________

250 deaths linke d to broke n devi ce
BY PAUL TAYLOR

Me dical Reporter

Officia ls are trying to locat e 23,000 people
in Cana da and the United States who receiv-
ed artificia l heart valve s that may be defective.

The manufacture r says that onc e a valve
breaks a patient can die wit hin hou rs if it is
not replaced .

The valve s , ma n ufacture d by Shiley Inc., a
subsid iary of the gia n t pharmaceutical com -
pany Pfizer Inc. of Irvin e, Calif., were im-
plant e d between 1976 and 1986.

Abou t 250 deaths worldw ide hav e been
li nke d to the devi ce, known as the Bjo rk-
Sh i ley Convexo -Concave (C- C) heart-valve
im p lant. The company has alrea dy faced nu-
me rou s laws uit s , so m e of whi c h have been
settle d ou t of cou rt for a repor ted $1 -millio n
each.

The company says it wants to get in tou ch
with heart-valve recipie n t s so they wil l be
able to recog n ize the sig ns if something goes
wrong and seek immediat e me dical care.

Fo r the search , the manufacture r ha s re crui-
ted the hel p of Medic Ale rt Fou ndation, a
non-profit group that has beg un a regis try
of indivi d uals wit h ar tificia l im p lants.

Kennet h Harms, Medic Ale rt pre sid e n t,
said that bet ween 1,500 and 2,000 people
livi ng in Cana da re c eiv ed the implant.
Abou t 1,400 of them are alrea dy regis tered
with Medic Ale rt.

"So we hav e a big leg up on locating thes e
people," he said, adding that many Cana dian

hospit als encou rag e patients to regis ter with
Me dic Ale rt.

In the United States the job wil l be much
toug her becau se many hospi tals hav e not
ma int aine d current addre sses of patients, he
said. Nor are a majo rity of U.S. patients
regi stered with Medic Ale rt.

Us u ally, manufacture rs send war ning noti-
ces to phy sicia ns and hospit als when they
re a lize something is wrong wit h on e of their
devi ces. It is then left up to the doct ors to
notify patients. Sel d o m do manufacture rs
tr y to con tact all the patients directly.

"We’v e neve r been inv olved in any thing
li ke this before," said Mr. Harms, refer ring to
the massiv e search for implant recipie n t s.

Br ian Evans, a lawye r fr om Whitby, Ont.,
who has been repre senting Cana dian patients
in law suits aga inst Pfizer, said the company

"w ill be seen to be doi ng the rig ht thing"
with its notific ation effor t.

"My con cer n is that it is too lit tle too lat e.
We’v e been urging them to do this for some
time," Mr. Evans said.

Even when the patients are war ned of the
potentia l im p lant defe cts the re is lit tle they
can do exc ept wait, becaus e the risk of dying
in sur ger y to replace the valve is gre ater than
the chanc e of the implant bre a king, said Dr.
Roge r Sachs, a spoke sma n fo r Pfizer.

Each year, on ave r age, sev en out of eve ry
10 ,000 implants fail. By con trast, 5 per cent
of patients who unde rgo open-heart sur ger y
die as a res ult of the operation.

"The re is no way to tel l in advanc e if a
valve is goi ng to bre a k," he added . So the
patients are bei ng ur ged to wat ch for the
warning sig ns of a problem and then rush to
a hospi tal when it occurs, Dr. Sachs said.
The war ning sig ns can inclu de chest pains ,
sh ortness of bre ath , dizzin ess and unus u al
soun ds from the devi ce. Some patients may
ev en become uncon cious.

Mr. Sachs added that no artificia l im p lant
is risk fre e, and that the artificia l heart val-
ve s have been responsib le for prolongi ng thou-
sands of liv es.

The valve s in the heart are desig ned to keep
bl ood flow ing in one direction. In indivi d uals
with heart dis ease, the valve s may not open
up ful ly and the reb y prev ent enou gh blood
fr om flow ing throu gh. Or el se they may not
cl ose pro perly, res ulting in a backflow of blood.

The artificia l valve, whi c h allow s the blood
to flow nor mally, was first dev elo ped in the
1950s.

A maj or theme of the article EM9039 reprint e d abov e is the failu r e of artificia l heart valve s after they hav e been implant e d
in hum ans , and the ser iou s cons equ enc es of such failu r es. Indicate briefly why it is diffic ult to ens ure the long-ter m co rre ct
function ing of the valve s after implant ation.

1

The article EM9039 mentio ns 23,000 people wit h the par ticular valve implant e d ov er the per iod 1976 to 1986, about 250
deaths, and an annu al fa ilu r e rate of 7 per 10,000; show how thes e fig ure s can be recon ciled with each other.

• Find the approxi mat e probability that the implant in a recipie n t sele cted equ iprobably wil l not fa il in 5, in 10, and in 20 years.

−− What math ematical assump tion unde r lie s the calcula t ion of thes e thre e ap proxi mat e probabilit ies? Indicate briefly
how rea son able the assump tion is in this situation.

−− As s ess brief ly the likle y rela tive accur acy of you r thre e ap proxi mat e probabilit ies.

2

Fo r the heart valve s des cribed above in the article EM9039 and the bre ast implants discus s ed ove r leaf on pag e 11 .30 in the
ar ticle EM9202, brief ly compare and con trast:

• the di fficulties of produ cing a dev ice with long-ter m co rre ct function ing;

• the conseq uen ces of dev ice failu r e after implant ation.
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(cont inued overleaf )
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EM9202: The Globe and Mail, Janu ary 8, 1995, page A5

Br east-implant sales suspended
____________________________________________________

Ma n ufacture rs bow to U.S. con cer ns tem porarily, but say produ cts are safe
BY PAUL TAYLOR

an d RO D MICKLEBURGH
The Glo be and Mail

The maj or manufacture rs of silicon e brea st
im p lants are pul ling them off the marke t in
Cana da after con tin uing con cer ns in the
Un ited States about thei r safety.

"We hav e been advis ed to suspend sales
temporarily ", said Dav id Sim pson, a spoke s-
ma n fo r Dow Cor ning Cana da Inc.

He added the decisio n wa s ma de by the
co mpany’s U.S. parent lat e Mo nday after the
U. S. Food and Drug Adm inist r ation called
on all doct ors to sto p putting bre ast-enlarg-
ing silicon e im p lants in patients.

Othe r si licon e im p lant produ c e rs – inclu -
ding Mento r Corp. of Sant a Barbara, Calif.
– are als o halting worldw ide sales until the
FDA complet es its safety rev i ew.

Bu t all the firms con tin ued to insis t ye s ter-
day that not hing is wrong wit h thei r products,
and pla sti c surgeons in Cana da said they hav e
no evi denc e that implants are dange rou s.

"J ust becau se we hav e halted sales tem po-
rarily, it doesn’t mean we believe our produ ct
is unsafe," Mr. Sim pson said in an int e rvie w
in Toron t o.

The FDA in the United States has re-
ceiv ed repor ts the implants can bre a k down,
causing pain and othe r co mplication s in pa-
tients. Some criti cs hav e sugg est e d that the
im p lants cou ld trigg er a  varie ty of different
il lnesses.

Me a nwhile, the Canadian gov ernment is
being att ack ed for not doing enoug h to
inve s tig a te con cer ns about brea st im p lants.
Inst ea d, criti cs charge it is sit t i ng idly by as
ev ents unfol d south of the border.

"Eve ryone aroun d the gov ernment is act-
ing, but the gov ernment isn’t acting," said Joy
Lang an, a New Dem ocr ati c MP who had an
im p lant operation after suf fer ing from bre ast
canc e r mo re than six years ago.

"We hav e been after the federal gov ern -
ment for wel l ov er a year to do some pro per

re search into safety. The minist e r said he
wa s not int e rest e d in ane cdot al ev idenc e
and was waiting to see what the FDA wou ld
do," she said.

When the FDA called for its morato rium
on Mon d ay, a spoke sma n fo r He a lth and Wel-
fare Cana da said that it was not tak ing any
im mediat e action but has aske d the U.S.
ag enc y fo r all the infor mation on whi c h it
base d it s de cisio n.

Pier re Bla is, a for mer health -and -welfare
em p l oye e who has don e ex tensive res earch in-
to the safety of bre ast implants, charged that
the dep artment’s health -prot e ction branch
"t rie s to cre ate the illusio n that its role is to
prot e ct the con sum er, but it is really more

in terest e d in maint aining smoot h rela t ion s
with indust ry".

He said Mon d ay’s annou ncement by the
FDA was "remarkable. It was uniqu e. A fo r-
ma l st atement from the FDA that the type
of abus e by pla sti c surgeons that has gon e
on for 35 years is not to go on."

Dr. Bla is, now the pre sid e n t of an Ott awa -
base d cons ulting firm, said the track record
of some bre ast implants is atrocious and
that, ove r all,"there is one chanc e in two that
so m eon e re c eiv ing one wil l be back in
surger y within five years."

Dr. Bla is said health and welfare "ha s put
it self in a posit ion of low cre dib i lity" ove r
the bre ast-implant con trove rsy. But Toron t o
plasti c surgeon Michael Beder man, who has
perfor med about 4,000 bre ast aug m e n tation
operation s ov er the past 16 years, says he
will con tin ue to do bre ast implants despi te
the con trove rsy.

"I believe it is an operation that is ext rem ely
safe and rela t ive ly risk-fre e. Two millio n
women in the United States hav e ha d brea st
im p lants and, to dat e, the re is stil l no hard
ev idenc e that the implants caus e anyt hing
wrong," Dr. Beder man said.

Studie s in d i c ate that about 80 per cent of
all bre ast enhanc ement operation s are per for-
me d fo r cosmeti c re asons , rather than for
re cons tructio n after brea st surger y.

Phyllis Rit tenhous e, who provi des pos t-
operative care and con sul tation for women
un d ergoi ng pla sti c surger y, said she believe s
fe wer brea st im p lants are bei ng perfor med
thes e days .

"I t’s the con trove rsy and a new fem inist
attitude that you shoul d li ke you rself the way
you are," Mrs. Rit tenhous e said. "In a way, it’s
a sad com ment ary that a lot of women have
fe lt brainwa she d to think that large bre asts
we re par t of our sex appeal. I know of one
woman who came back three tim e s fo r
brea st au gment ation becau se each tim e he r
hu sband said he want e d he r brea sts bigg er.
Isn’t that sick?

In the first parag raph of the middle colum n of the article EM9202 reprint e d abov e, Ms. Joy Langa n st ates that: The minis ter
sai d he was not inter ested in anecd o t al evi den ce .... .

• Explain brief ly what is meant by anec dota l eviden ce in this con tex t, and sugge s t why it wou ld be ina dequ ate.

• Outlin e the type(s) of evi denc e that wou ld nor mally be con sid ere d adeq uate in the con tex t of the article EM9202.
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In succes siv e paragr aphs of the rig ht-hand colum n of the article EM9202 reprint e d abov e, Drs. Bla is and Beder man giv e
greatly differ ing assessments of the safety of silicon e brea st im p lants; outli ne pos sib le rea son(s) for this lev el of dis agreement.
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