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ers famifiar with the federal in-
vestigation show there were
numerous problems with im-
planting the Aneure device and
reveal a pattern of disregard
for federal requirements in-
tended to protect patients from
faulty medical devices:

Slow to file

Problems reported
much later

W EndoVascular maintained
a dual system of tracking mal-
functions, one for infernal use
and a second, showing many
fewer problems, for complaints
reported to the FDA.

B Manufacturing changes in-
tended to fix some of the prob-
lems were not properly report-
ed to the FDA for review and
approval, as required, until af-
ter the device was temporarily
pulled from the market in the
middle of a government investi-
gation.

M The dual reporting system
ended only after indignant En-
doVascular workers sent an
anonymous letter to Guidant
managers and the FDA,

S SPECTIAL REPORT

MALFUNCTIONS | D

failure well kno

W After receiving the anony-
mous letter, Guidant launched
a series of audits at its subsid-
jary and found thousands of
malfunctions that had not been
filed with FDA as required.
Even then, Guidant didn't re-
port the results until it learned
that the government had
opened a criminal investiga-
tion. ~

Guidant executives have ac-
knowledged in a court settle-
ment that its subsidiary inten-
tionally withheld information.
But they say the devices —
placed in 18,000 pet()iple world-
wide — are safe and perform-
ing as expected. The problems,
they say, involved the parts
used to implant the device, not
the device itself. .

“If you're a patient with-an
Ancare implant, I want to as-
sure you, and reassure you,
that your implant is safe,” said
Guidant’s chief executive, Ron-
ald W. Dollens, in a Webcast
days after the Junme 12 plea

. agreement.

Dollens - insisted that the
problem was confined to its
300-employee  subsidiary, En-
doVascular. He said Guidant, 4
giant of the medical device in-
dustry with about 10,000 em-
plovees, acted aggressively
once the issues came to light,

making management ehanges
in Menlo Park and working
closely with the FDA. No cur-
rent Guidant employees are
targets of a criminal investiga-
tion into individual misconduct
that is continuing.

Dollens also announced that
the company had stopped mak-
ing the Ancure device, and
sales would end in October.

EndoVascutar Technologies
was launched in 1989 to devel-
op a device for treating life-
threatening bulges in the lower
end of the aorta, the main ves-
sel that carries blood from the
heart to the rest of the body.
Left untreated, aneurysms can
burst like an gverblown
balloon, killing quickly.

For decades, the stan-
dard treatment has been
radical .surgery — cut-

ting the belly from breast

hone to pelvis, pulling out
and moving aside the in-
testines, then reaching
into the body cavity to
sew in a polyester patch
to reinforce the bulging
portion of the aorta.

If all goes well — and
often it does not — pa-
tients spend a week in the hos-
pital and require six months to
recover. As many as b pereent
die within a year.
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EndoVascular’s device is in-
tended to avoid the trauma of
open surgery. The tubelike
patch is implanted inside the
aorta, threaded through an ar-
tery reached from an opening
made in the groin. Patients
leave the hospital after a few.
days and are soon back on their

. feat.

While major complications
were greatly reduced, overall
mortality was similar to stan-
dard surgery in the days follow-
ing the procedure. :

" The Ancure Endograft Sys-
tem is quite complicated. ’I}ir:e
implant iz folded up inside a
plastic jacket at the end of a
iong cable. At the other end of
the eable, the surgeon manipar-
lates several wires in the cable
to refract the jacket and then
unfold and attach the implant
to the aorta’s walls,

Problems arise

How to remove
a stuck device

In interviews, former em-
ployees recalled how quickly
EndoVascular acted in its early
years, before it became part of
Guidant, to resolve problems
that came up in developing the
device.




for about $150 million in stock.

Almost immediately, Guidant
began installing its own people
in key positions.

F. Thomas (Jay) Watkins II1,
head of Guidant’s cardiac and
vascilar surgery division, be-
came EndoVascular’s top exec-
utive. As the device neared the
market, Richard Rush, another
Guidant executive, was put in
charge of quality and regulato-
ry affaira. Rush declined to be
interviewed, Watkins did not
return several calls,

The company won FDA ap-
proval for the Ancure system in
September 1999, That same
day, its chief rival, Medtronic,
won approval for its own aortie
implant, setting off a battle for
customers,

But almost as soon as An-
cure hit the market, the compa-
ny began to hear of problems
not seen in the clinical trials.

Deoctors often had problems
removing the plastic jacket that
covered the implant. In one
case, records show, a doctor
had to discard three devices be-
fore finding one that worked.
The company failed to report
that case for almost a year.

BEven worse, the jacket,
packed with the tubelile pateh,
and all the accompanying
wires, miniature balloons and
hooks used to deploy and at-
tach the device, could get stuck
in a patient's arteries. Doctors

would sometimes have to
open up the patient’s bel-
ly to remove the device.

Scon the sales reps
who observed implanta-
tions were leaving voice
mails  reporting inge-
nious efforts devised on
the spot in operating
rooms to remove a stuck
device without resorting
to major surgery.

One common problem
was that one of the wires
would get caught, deep inside a
patient’s body, in the hooks
used to attach the device. Sur-
geons worked with sales reps
and came up with a technique
to knock loose a stuck wire
with a separate wire that had a
bent end. They called it the
“hockey stick.” T
As 2 last resort, when one
device system was stuck, an en-
terprising surgeon broke" the

handle used to insert the device
into the body and pulled the
many parts out of the patient
piece by piece.

The procedure was gquickly
named for the sales rep and
surgeon who devised it, accord-
ing to people familiar with the
federal investigation. Soon
sales reps were recommending
that surgeons use the “handle-
breaking technicue” when oth-
er methods failed to dislodge
stuck eguipment.

But as word spread through
the company, several employ-
ees questioned its safety.

In January 2000, those con-
cerns turned to outright alarm
in a case that would later be cit-
ed in the federal government's

rosecution of EndoVascular
%’1 that case, the surgeon lost a
long wire inside the patient,
where it drifted up an artery to-
ward the heart, records show.
The surgeon performed stan-
dard surgery, but the patient
later died of complications.

According to ex-employees,
several workers raised - con-
cerns about troublesome cases
at monthly quality -meetings.
Some suggested, for example,
that the handle-breaking tech-
nigque should be carefully stud-
ied and reported to the FDA,
court records show.

55 complaints, whe

ment didi’t respo R

Early 112000 reet-
ing of a dozen ;one’
engineer e-mail toa’
superior “propos e teeh-

nique be theroughly tested and -
the problent reported” to- the
_ nd. approval.
Some testing was done, but the -
method was not reported, ac-
cording to court records and
accounts by ex-employees,. -

FDA for veview and’ap

procedures, T
Anderson, who declined to

be interviewed; as

pany knew there” wer
than200. -

group of employees: decided to
take action.. oI
In October  2000;. seven

workers sent an anofiymous
letter to Guidant’s chief compli=

ance officer in Santa Clara, Mi-
chael Gropp, describing in-de-

tail their efforts to-alert the:

company to problems through.

normal channels, They charged
that the company had failed to
report numerous probleins to
the FDA. And they se oy
tothe ageney. =
EndoVasenlar soon-fautiched
a series of audits that: would
take months to complete, un-
covering thotisands of malune-
tions not properly reported to
the FDA. B

Py -
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Key events for medical device

. Guidant has stopped making the Ancure medical device and will
close the Menlo Park offices of its subsidiary, EndoVascular -
" Technologies. Below is a history of some key events preceding these

actions. :

' Dec. 19,1997 Guidant acquires EndoVascular Technologies.

Sept. 28,1999 FDA approves Ancure device. Doctors start to
useit. = - -

January 2000 Handle-breaking tecﬁ'nique doesnt workand
patient later dies. Some employees question
safety of technique:

July 2000 FDA inspects EndoVascular in Menio Parl. Asks
for complaints of malfunctions of deviee jacket
and gets 55, when there were more than 200.

October 2000 Seven ananymous employees send letter to FDA

' and Guidant executive describing safety
concerns. - '

November 2000  Company starts audit of problems, reviewin
internal database that included thousands o
malfunctions not reported to the FDA.

Mar. 16, 2001 Device sales suspended after 7,632 were sold
and 172 problems reported to the FDA. -

 Mar23,2001  Guidant tells FDA of additional 2628 - -
. malfunctions (including 12 deaths) - :

August 2001 Company wins FDA approval fo réturn deﬁiée to

the market with new instructions for doctors to
_ troubleshoot problems

June é, 2003 Crirminal charge filed against EndoVascular
under seal

June 12, 2003 EndoVascular pleads guilty and agrees to pay
$92 4 milfion in criminal and civil penalties. . .

June 16, 2003 Guidant announces it has stopped making the
device and will halt sales in October.

July 23,2003 Guidant says it will close EndoVascular office in

Menlo Parlc by the end of August.

Source: Mercury News research

Guidant's device i
The device, created by Guidant's EndoVascular Technologies; was intended to’
pravent bulges in the walls of arferies, called 'aneqrysms, from ruptiein

PROBLEMS WITH THE ANCURE DELIVERY SYSTEM =~
The parts used to insétt the Ancure device sometimes. . .
hecame stuck or lodged in the patient's body and
had to be removed by breaking the handle
and picking out the pieces. . _
' EOEAE inplantis @
BEl celivered by §
the main 3
(;x_“.itheter

THE PROCEDURE SR
The device is put in place through a catheter that is positiotie

insertion handle.

1 A'Smm incision is cut -2 Catheter is inserted
in the femoral artery info the artery.
in the groin. .

- aorta and.
- positioned a
. fastened |

insertion
handle

§ up artery



