ollinses seek damages from
Vyeth-Ayerst for medical costs

‘there had been

ported when,

: ferenf) i
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A woman who was responsible for 7

rompiling records of products’
adverse side effects for a diet drug

manufacturer said she classified a.

pase in which a user expenenced
heart valve leakage as “non:serions”™

in the safety department’s database. -

* That meant the company did not
have to immediately report it to the
U.S. Food and Drug Administration.
* The official also said she sug-
gested in June
1994 that the
product's pack-
age insert be .
changed, he-- .
pause it stated

four - cases. of
pulmonary hy-
pertension re-

by that time, °
the ‘actual ni-"
inher was dlf

- But the msext was. o
unﬁlAngust 1997, she'said: -7 -

* Amy Myers, associate director of i

safety surveillance for the Wyeth-

Ayerst Laboratories- Division ~of -
American Home Products, made
these statements "in- a- wdeotaped‘
deposition viewed by jurors Tuesday
in a trial - over ‘health . problems..
allegedly . caused by the “drug

Pondimin.
The company withdrew. the drug
from the market at the request.of the

FDA in September 1997 after 24
women involved in a Mayo Clinic

“study developed heart valve prob- -
.léms. Fight had newly :documented -

pulmonary hypertensien’and five

- needed open heart surgery to repair

or replace damaged valves.: .

Dorothy Rollins, 51, and her hus- -
band, Eugene, 51, of rural Council

Bluffs are seekmg damages from
Wyeth-Ayerst for her past and fuuture
medical costs and suffering and his
suffering as her spouse, as well as
punitive damages '

The suit is being tried in Pot-
tawattamie County District Court.

The two.sidey’ strategies began to |

take shape Tuesday as attorneys

fired their opening volleys in a legal

battle that is expected to last fmn' to

five weeks. ;
“Mvers testimony was hr:m-ﬂ n

" Tilepag
i -‘ment foi
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concealed information ‘about the
drug’s risks as long as' possnble in

. order to maximize profifs. -
~The FDA has no research budget
- and relies on pharmaceutical compa-
-nies for information on adverse drug

- experiences, Rollins’ attorney, Zoe Zoe

thtlegaie told the jury. .-

t's-the responsibility of the com-
pany to, pass- thas along to the FDA,”
she said. -

) Manufac*urers must report seri-

+ ous-and unexpecbed” eﬂ'ects vnthm

15 days; she said. -

Thisiga' company that put prof
its over- the safety of- perIe Lit-
aid in”Her- oyenmg sﬁate-'

e plaintitfs '
 Brian. Leitch - an - attomey for

; 'i‘Amerlcan Home, said the package

inserts were corrected by June 1996
to .state there had been 95 ‘cases
"mvolvmg ‘palmonary hypertension
and the mmdence was 18 per 1 mil-
“lion users. .~
He said the labehx,\g change was
delayed until a-study designed to
determine the risk was completed s0
‘that information could be included.
“When we got the incidence rate,
we put it in the label and we Sent it
to the doctors,” he said. s
As sales mcreased, the incidence
of - pulmonary . hypertension
decreased; Leitch said. That made it
unclear whether there was a connec-
tion between the drug and the symp-
fom. -
The product had been on  the mar-
ket for 20 years before there were
“reports of heart valve problems, he
said. The number of cases increased
during ‘the early 1990s, but sales
- were increasing much faster, -



