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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.
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