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Appendix A — Estimated number of DES—-exposed in the United States

Mothers Daughters Sons Total

Alabama 80,000 40,000 40,000 160,000
Alaska 10,000 5,000 50,000 20,000
Arizona 60,000 30,000 30,000 120,000
Arkansas 47,500 23,750 23,7150 95,000
Califomia 540,000 270,000 270,000 1,080,000
Colorado 60,000 30,000 30,000 120,000
Connecticut 60,000 30,000 30,000 120,000
Delaware 12,000 6,000 60,000 24,000
District of Col. 12,000 6,000 6,000 24,000
Florida 233,500 116,750 116,750 467,000
Georgia 120,000 60,000 60,0002 40,000
Hawaii 20,000 10,000 10,000 40,000
1daho 20,000 10,000 10,000 40,000
linois 231,000 115,500 115,500 462,000
Indiana 110,000 55,000 55,000 220,000
lowa 57,000 28,500 28,500 114,000
Kansas 49,000 24,500 24,500 98,000
Kentucky 75.000 37,500 37,500 150,000
Louisiana 90,000 45,000 45,000 180,000
Maine 20,000 10,0001 10,000 40,000
Maryland 89,000 44,500 44,500 178,000
Massachusetts 116,500 58,250 58,250 233,000
Michigan 183,000 91,500 91,500 366,000
Minnesota 85,000 42 500 42,500 170,000
Mississippi - 50,000 25,000 25,000 100,000
Missouri 100,000 50,000 50,000 200,000
Montana 16.000 8,000 8,000 32,000
Nebraska 32,000 16,000 16,000 64,000 ¢
Nevada 20,000 10,000 10,000 40,000
New Hampshire 20,000 10,000 10,000 40,000
New Jersey 152,500 76,250 16,250 305,000
New Mexico 30,000 15,000 15,000 60,000
MNorth Carolina 16,500 63,250 63,250 253,000
N. Dakota 13,500 6,750 6,150 27,000
New York 355,000 177,500 - 177,500 710,000
Chio 215,000 107,500 107,500 430,000
Oklahoma 66,000 33,000 33,000 132,000
Oregon 54,000 27,000 27,000 108,000
Pennsylvania 240,000 120,000 120,000 480,000
Rhode Island 20,000 : 10,000 10,000 40,000
South Carolina 67,500 33,750 33,750 135,000
South Dakota 14,000 7,000 7,000 28,000
Tennessee 96,000 48,000 48,000 192,000
Texas 335,000 167,500 167,500 670,000
Urah 33,000 16,500 16,500 66,000
Vermont 10,000 5,000 5,000 20,000
Virginia 115,000 57,500 57,500 230,000
Washington 90,000 45,000 45,000 180,000
West Virginia 40,000 20,000 20,000 80,000 -
Wisconsin 95,000 47,500 41,500 190,000
Wyoming 10,000 5,000 5,000 20,000
Tot_als 4,796,500 2,398,250 2,398,250 9,593,000
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These are the sources DES Action has used in estimating the
number of DES exposed mothers, daughters, and sons in the .
United States.

Cancer (a journal), 1973: The Boston Collaborative Drug
Surveillance Program {Boston University Medical Center

consulted with two pharinaceutical market research firms and
arrived at the following national figure:

million prescriptions for DES were written eagh year between

1960 and 1970, of which 100,000 each year were for pregnant
women. That would be a total of 1 million prescriptions

for pregnant women during the last decade of approved use of

DES, when use was reportedly decliining.

Request for Proposal from the National Cancer Institute,
establishing the DESAD Project {December 1, 1973):
62 million births during the potential exposure time (1943-

1959), there would be 31 million females, of whom 2.8 million

have been exposed to estrogen in utero, and 1.9 miTlion to
synthetic estrogens.”
This is the estimate used by the DESAD project.

males during those years for a total of 3.8 million

for a total of 9.6 million people exposed.*

Cynthia QOrenberg in DES: The Complete Story, 1981, p. 36:
“Dr. Herbst and his colleagues have conjectured that 10%
of all pregnant women received DES between 1351 and 1960,
with that figure dropping to less than one percent during
the following decade."

—————— . [ T ey guepp SR e e e R

An average of 2.5

"...among

it assumes
1.9 million females, therefore there would also be 1.9 million
children.
Add to that the 1 million prescriptions from 1960-1970 and the
total is 4.8 million children plus the same number of mothers,
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July 28, 1992

The Honorable John Dingell

Chairman, Committee on Energy and Commerce
House of Representatives

Washington, D.C.

Dear Mr. Chairman:
The purpose of this letter is to present our views on H.R. 4178, as reported by the

Subcommittee on Health and the Environment, which would authorize ressarch programs on
the long-term effects of diethylstilbestrol (DES). The Administration does not object to this

We are advised by tthfﬁceofManagementmdBudgutlmﬂmisnoobjwdon to the
presentation of this report from the standpoint of the Administration’s program.

Sincerely,

e Wfellerin.

Louis W, Sullivan, M.D,

BT L Dk [
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Dutag,
women, 20 to 70 yea, .
ate a wheat cereal daily for sia
weeks, switching then to six
weeks of cat bran. The other
half ate a diet with 309, or less
of calories from fat.

Among findings:

b LDL — the bad cholester-
ol — dropped for those eating
oat bran, rose slightly for
wheat cereal eaters and more
so for those on the low-fat diet.

» LDL fell 15 points for old-
er women eating oat bran.
That “can lower their heart at-
tack risk,” Ripsin says. Men un-
der 50 had an eight-point drop.

» Cholesterol dropped most
for those at 225 or higher (200
is borderline, 240 is high).

“Oat bran does lower choles-
terol — not by a lot in people
overall, but enough to help old-
er women and those with high-
er cholesterol of all ages,” Rip-
sin says.

Ey Jlm Ruyman
LINGERING ANGER: Cancer survivor Susan Simpsan, 35, had
her reproductive organs removed after her diagnosis at age 19.

]
<, of desolation
end”
'y,
- i By Kim Painter
2| Pulingdrug  GiTopar
ays,
i iﬁ 20 yearS ago Susan Simpson was just 19
wast, ' g when she went for her first pel-
ican d[dn t end an vic exam, learned she had can-
ara- | i cer — and was told the cure
¥. Inherltance would mean removal of her
taul ovaries, uterus and vagina.
eing Of Cancer and Today, at 35, she's a success-
non- 1 i ful accountant who sings at
ling mlscarrlages church services and weddings
t re- in Macon, Ga. She is cancer-
ine- free.
inja But she's not over her illness. Every time Simpson urinates
25.4 she must insert a catheter in her urethra. When she starts a
serious relationship with a man, she must explain that she can-
$75 not have children and that her reconstructed vagina is not
ira- quite the same as other women's. And, every day, she must
Sat- deal with her anger. That anger is shared by countless 1.5,
| be women who've suffered genital cancer, miscarriages and oth-
er reproductive difficulties because, scientists say, their preg-
rer. nant mothers took diethylstilbestrol — DES — a synthetic hor-
42.7 mone meant, ironically, to prevent miscarriages. )
d in “I've come to terms with it now and I have people in my life
who are supportive and really good friends,” says Simpspn,
the who is divorced. “But, damn it, I shouldn't have to deal with it.”
%‘ The Food and Drug Administration banned DES use by
I Please see COVER STORY next page b

up your automobile sales through USA TODAY Classified '



SCHWARZKOPF SPEAKS: Stormin” Norman, right, goes
into the studio with conductor Leonard Slatkin to namate
the late Aaron Copland's ‘Lincoln Portralt,’ featured on
‘American Poriraits,” due in February from RCA Victor.
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i Emma Samms filed divorce papers in Los
b1 | Angeles last week. She and Bansi Nagii married |
Feb. 23 in London and cite irreconcilable differ- |
ences as grounds for divorce. ... Gonzo journal-
ist Hunter S. Thompson has turned artist. A 12-
piece series is on display in Aspen, Colo. Oneisa
poster of late FBI Director J, Edgar Hoover, rid-
dled with bullets and splashed with red paint.

COVER STORY

Diagnosis meant fear, humiliation

Continued from 1D

pregnant women 20 years ago this
month, soon after researchers linked
the drug to a rare cervical and vagi-
nal cancer in daughters of women
who took it But the han came 30
years after well-meaning doctors be-
gan prescribing DES to an estimated
3 million pregnant U.S. women.

About 300 companies sold DES for
miscarriage prevention. Those com-
panies — still fighting lawsuits — in-
sist the statistical link between DES
and the rare cancer doesn’t prove it
caused the cancer.

That link first came to light in ear-
~ ly 1971, when doctors at Massachu-

setts General Hospital in Boston re-
ported the rare vaginal and cervical
cancer, called clear cell adenocarci-
noma, in eight girls and women ages
14 to 22. They had one thing in com-
mon; Their mothers took DES during
pregnancy.

Since then, scientists have discov-
ered structural abnormalities in the
reproductive organs of women —
and some men — whose mothers
took DES. DES daughters also have
high rates of menstrual problems,
tubal pregnancy, miscarriage and
premature delivery. As many as half
have some reproduciive problem,
research suggests.

The vaginal and cervical cancer
is, by comparison, rare, affecting 1 in
1,000 DES-exposed daughters. Since
1971, Dr. Arthur Herbst of the Uni-
versity of Chicago, one of the doctors
who found the original eight cases,
has counted 580 clear cell cancer
cases and documented DES expo-
sure in 629%. The remaining cases
likely include some that are DES-re-
lated and some that are not, Herbst

says.

About 80%, of DES-exposed can-
cer victims survive. But because the
cancer strikes such young women —
the risk peaks at age 19 — and be-
cause it is so devastating, it is per-
haps the most disturbing legacy of
DES.

Margaret Lee Braun, diagnosed at
19 and now 39, has lived with that
legacy for 20 years.

“Just as you are djscovering a
sense of your own sexuality, you re-
ceive a kind of physical and psycho-

logical blow that few people have
ever tried to cope with,” says the co-
founder of The DES Cancer Net-
work. “In a sense, you're a reluctant
survivor. You're harmed by medical
technology and then saved through
medical technology, through this
very radical treatment in which your
insides are either fried out, so noth-
ing functions properly again, or your
insides are cut out.”

Braun, who lives in Rochester,
N.Y., with her husband of eight
years, had surgery — removal of her
vagina, uterus, ovaries and bladder,
followed by vaginal reconstruction.
For a long time afterward, she
couldn’t talk about what had hap-
pened.

“It is so hard to say the word vagi-
na,” Braun says. “Women don't even
want to say where it happened.”

Then, several years after her sur-
gery, Braun began to meet other sur-
vivors who, like her, were suing DES
makers. The women shared medical
and legal horror stories and talked
about how they got on with their
lives.

Those discussions led to the for-
mation of the network, which pub-
lishes newsletters, lobbies health of-
ficials and holds annual meetings for
the far-flung survivors,

The most recent meeting, held in
Los Angeles in October, attracted 25
women — all with painful stories to
tell.

One was Georgiann Kensinger, a
32-year-old Los Angeles divorcee
who was diagnosed at 15.

“] remember wishing at the time
that I had brain cancer,” she says.
“There were 10 doctors at a time
coming in and oohing and ahhing
over your cervix. It was not only ter-
ribly frightening, it was humiliating.”

Network co-founder Susan Helm-
rich, now 36 and living in Berkeley,
Calif., with her husband and adopted
son, was 21, just out of college and
planning medical school when it hap-
pened to her.

“My first question was, ‘Was it seri-
ous?’ My second question was
‘Would 1 be able to have children?’
The doctor said ‘no’ and I cried. It
seemed so unreal to me,” says Helm-
rich. She became a health research-
er instead of a physician.

Marsha Mainzer, 38, a divorced
real estate appraiser from Virginia
Beach, Va,, was 17. Her parents re-
fused to let doctors remove her re-
productive system.

So she got radiation treatment. “I
was literally fried inside, My ovaries
died. My fallopian tubes shriveled
up. I found out I was born without a
vaginal canal up high, as a result of
the DES. My uterus is still there,”

The treatment blackened the skin
on the lower part of her body and
damaged her colon. Eventually,
Mainzer had to have a colostomy, an
operation that allows discharge of fe-
ces into a disposable bag worn out-
side the body.

Difficulties with bladders, colons
and reconstructed vaginas are com-
mon among survivors, says Dr. Leo
Lagasse, a gynecological cancer spe-
cialist who spoke at the meeting and
practices at Cedars-Sinai Medical
Center in Los Angeles. However, he
says, surgery and radiation tech-
niques have improved considerably
in the past 20 years.

Like all cancer survivors, survi-
vors of this cancer live with the fear
of recurrences. New cases have
been reported up to 20 years after
the initial cancer. Network members
want to know how common such
cases are.

They also want to know how many
of their DES-exposed sisters are still
at risk. Initial cases, still occurring,
have been reported in exposed wom-
en as old as 41.

Other important questions — such

as whether mothers who took DES
have an increased breast cancer risk
— have not been answered, Braun
says.
The “myth is that the DES story is
over,” Braun told officials at the Na-
tional Institutes of Health last spring.
She hopes the government’s new em-
phasis on women’s health research
will bring the spotlight back to DES,
which has attracted little research
money in recent years.

In any case, she and her fellow
survivors, long silent, will keep talk-
ing.

“This kind of thing should never
have happened to us,” says Simpson,
the Macon church singer. “It should
never have happened to women."”
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Michzel Frefilek hadn’t evan heard of DES when he first
from his Cherry Hill home to gat infarmation to other DE!

Fer The Inquiewr / JERAY TRITT
got cancer 10 years ago. Now he runs an Infarmal support network
S sons. His wile Carel helps with a newsletter.

- lo one talked about the pregnancy drug and sons. A victim is breaking the silence.

DES survivor speaks up for others

By Maureen Fitzgerald
INYUIREK CORRESFONDENT

Ten years ago, Michael Freilick was recov.
ering from testicular cancer surgery that
sliced him open fram his neck to bis groin,
when the television in his hospital room
blew out. And be lost §t.

He ripped the catheter fram his chest, flew
out of bed, grahbed a bottle from his dinner
tray and hurled 1t through a window, Glass
shattered. Nurses dashed joto the room. *]
can't stand it," he shrieked.

“1 blew up. [t was a low polnt,” said Freflick.
“'Not knowing who to blame, not knowing if
T'd be alive In a month, not having anyone to
1alk 0. ... I felf very desperate and alone™

Freilick is a DES son. His mother took the
synthetic estrogen drug diethylstilbestrol,
which has besn linked 10 miscarriages and
uterine cancer in daughters of women who

S S

took It and may be associated with tertility
problems and testicular cancer in sons.

Before he got sick, Freillck had pever
heard of DES. He had naver even heard of
testicular cancer. Bat 1oday, at 39, and com-
pletely cured of cancer, he is the national
spokesman for DES sops, an informal support
network for an estimated two milllon men
wha have been exposed to DES, He has been
operating the network out of his Cherry Hill
home since 1985.

It is the horrible memories of frustraton,
of not knowing whom to talk to and whom to
belleve — along with hiz ultimate triumph
over cancer — that have transformed Frei
lick from a painfully shy and introverted
man into a national spakesman.

He now apswers phone calls and letters
from people all over the country, does speak-
ing engagements and media {nterviews, and

provides information and support ta other
DES sons and their wives and mothers. His
most important message to men, he says, is
self-examination, because testicular cancer
can be one of the most deadly cancers, but it
is nlso one of the most curable if detected
early.

"Men don't like to talk about this kind of
stutf.” sald Fredlick. “] talk about two words
men Jon't like to discuss, testicle and cancer.
+.. I's 100 personal; it's @ matter of pride.”

“Tcouldn't have Lmagined doing this before
I got alek [ was really shy, really quiet, kept
to myself, | didn't have a lot of friends,” said
Freilick, a 1all and Janky man who is still not
completely comfortable talking about him-
self and his personal odyssey.

“But ! knew how much [ needed someone to
talk to. I guess 1 figured, hey, I bad cancer. |

See DES on B4

DES son shares data,
support with others

PES from B1
beat it. I can do anything. I am &
stronger person than I reslized.”

And the fact 15, there really Is very
little information out there about
DES sons, he said.

“They have teen doing studies on
the DES daughters for 20 years, but
very few DEj sons have been stud-
led, so yom can't really come out and
g2y definitively that fertility prob-
lems or testicular cancer are related
to the drug. But my feeling is, if the
drug affected the daughters, why
wouldn't it affect the sons?™

DES was widely prescribed to preg-
nant women|in the United States
from 1941 until 1571 to prevent bleed-
ing and miscarriage. Iv wag later
proved ineffective in preventing
miscarriage, dnd was banned by the
federal government in 1972 except to
prevent conception in exmergencies
such as rape or incest.

DES daughters have higher-than-
average rates of miscarriage, tubal
pregoancy and preterm delivery,
and about 500 cases of a very rare
form of cancer — clear cell adeno-
carcinoma — have been linked to
DES exposure in daughters.

Studies of DES sons bave dacu-
mented a higher-than.average inci-
dence of epldidymal cysts and, 0 a
lesser degree, cases of exiremely
small penises, extremely small testi-
ctes and undescended testes.

Increased fertility problems ag a
result kave never been scientifically
proven; nelther has an ncreased in.
cidence of testicolar cancer. Indeed,
many doctors remaln unconvinced
that DES alfected sons.

However, as DES sons advance
through their child-bearing years
and feriflity data is available, some
new studies are Underway.

Dr. Allen Wilcax, of the National
Institute of Environmental Health
Sciences in Research Triangle Park,
North Carolina, recently completed a
study of fertllity rates of DES sans,
bui has not yet analyzed the results,

And the National Cancer Institute
recently awarded 83 million in re-
search grants for follow-up studies
on people exposed to DES, and many
of the studies include DES sons.

Since 1985, when Freilick started
the informal network, he has re-
celved hundreds of letters and

e

phoe calls from DES sons, wives
and mothers requesting information.
Some ask if fertility problems can be
sirributed to DES. Others 1alk about
bealth problems, and more than a
few have asked about testicular cap-
Cer.

“A lot of peaple are looking for a
referral 1o a urclogist who can an-
swer their questions. But the thing
15, there really is no nationsl ex-
pert,” said Freilick. "Thers is oo one
doctor to refer them to, and there f8
no evidence out there 1o say whether
or nat what they have is related to
DES"

What does help s just to talk, espe-
cially to someone who is 8 DES son,
who has had the same questions, who
bas been through thelr worst fear —
testicutar cancer — and survived.

“I've read letters that have brought
me ta tears," sald Freilick, “T've been
on the other end of the phone and
heard the desperation — a guy who
doesn't care if ha lives or dies — and
I've been there,”

Frellick learned shortly after he
became sick that his mother had
taken DES.

In January aof 1983, he first discov-
ered A lump in his testicle, a discov-
ery that launched a two-year ordeal
of hospitals; surgery; chemotherapy
cycles of five days on, two weeks olf;
desperate days and steepless nights.

"“They tcld me it was 95 percent
curable, but [ don't think 1 believed
them." Especially after a testicle had
been d and he had completed
chemotherapy, and then another tu-
mor was found in 1984, this one in
his abdomen, the gize of a grapefruit.

It wag after the second operation,
at Memarial Sloan-Ketterlng Cancer
Center in New York, when another
cancer victitn came 1o talk to him.

“I remember this guy said, 'If you
want me to leave, [ will,' and I said,
‘Why don't you stay.' And he ended
up staying like ap bour. It was 50
good to be able to talk to somebody
who had been through what 1 had
been through.”

After Frellick got out of the hospi-
tal with a clean bill of bealth, be
decided to start volunteering for the
Philadelphia chapter of DES Action,
& fatlonal suppert and information
network [or women and men. It was
here that he and another male DES

volunteer, Fran Lawler, decided ta
stert & network and suppart group
for DES sons, After awhile, Lawler
started forwarding all the mall and
phone calls to Frellick, who became
the spakesman.

“[ bad to force myself to talk 1o a
reporter the [irst time” Freflick
said, "It wasn't easy, but 1 felt it was
50 important for the message 10 gel
ont.”

"I was guch & shy person,” he con-
tinued. "I really kept to myself. I felt
inadequate, But having this lfe-
threatening illness really u&m& me
to put things in perspective,

Freilick, who had supported him-
sell through telemarketing sales,
moved into a faceto-face sales joh
after his {llness, selling hardware
products to retail stares,

“My wbole personality changed,”
he sald *1 reslized 1 could do this
atufl,” be said. He also gained confi-
dence with women, realizing that he
could talk 1o wotnen and go on dates.

‘tional thing for him. ...

For The lnguirer f JERRT
Michael Freilick, a DES scn, found the sirength to overcome
testicular cancer, Then he found the courage to talk about it.

Seven months ago, he got marr
. “It's still not easy for him,™ said
wife, Carol. "It is still a very ¢
But kit
ottce you've been through somert
like that it changes you. Yo
never the same.”

Freilick now speaks 1o health ¢
es at Cherry Hill East High Scl
twice a year, explalning DES and -
ing about ‘esticular cancer, stres
the importance of self-examinati

Although some af the guys squ
in their seats and cover their gr
when Freilick speaks, they do Lis

- "Just like women have to exan
their breasts for lumps, men hav
learn 10 examine themselves. Te
ular cancer can be one of the t
deedly forms of cancer becaus
the way it can spread through j
body so qulckly,” he sald. “Bat it :
percent curable if it is caught ear

One reason Freilick Is auch ar
fective speaker: He's living pro
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DES: Living with a time bomb

Much more research and education are needed to help these victims
of a pregnancy *wonder drug’ that turned into a nightmare.

At 43, Alice Hooper has had
three difficult pregnancles, in-
cluding one miscarriage and
two premature births.

She suffers mysterious
“aches and pains,” which seem
to indicate awtoimmune dis
ease, and she worries shout an
Increased risk of gettlng can-
cer as she gets older.

Allce is o DES-exposed
daughter, one of millions of
baby boom- 3
ers, now in
adulthood,
whose math-
ers fock the
pawerful
aynthetic
hormaone
drug while
pregnant.

Until DES
was banned

By Rep. Lou-

ise M. Slaugh-
in 1871, it ter, D-N.Y.
was widely

prescribed for more than three
decndes as a wonder drug that
could produce complication-
tree pregnancies and “bigger
and stronger " babies,

But instead af wonders, DES
has produced nightmares for
at least 10 million Americans
exposed to It

DES is now linked to a vari-
ety of health problems includ-

ing infertility, pregnancy prob-
lems and cancerin DES daugh-
ters, increased risk for breast
cancer in DES mothers, and in-
fertility and possibly testicular
cancer in DES sons,

Like many DES-injured
Americans, Alice considers the
drug “a time bomb” that not
only endangers her own health
but alsp may threaten ber two
children — a som, 11, and a
daughter, 9.

“[ have a lot of questions
abeout DES,” she says, “but un-
fortunately there don't appear
o be any arswers”

No one can answer Alice
Hooper's questions autharita-
tively because no one has done
engugh research. Wednesday,
in fact, the National Institutes
of Health will convene its first
mulildisciplinary conference
on DES — exactly 21 years af-
ter publication of the first study
linking DES to a rare form of
CARncer.

To make up for two decades
of neglect, 1 have jntroduced
legislation to establish a pro-
gram of health professional
training and public health edu-
cation so that DES-exposed
Americans can find out about
their health risks and so that
physicians can detect these

health problems early.

Until now, no comprehen-
sive attempt has been made to
reach out and Ieform the pub-
lic about DES. The last govern-
ment pamphlet an DES, pub-
lished in 1883, has long since
gone put of print.

In addition, my bill would
support research to answer the
many quesilons that persist
aboput DES.

For example, how many
Americans have been ex-
posed? Ne one knows for cer-
tain, but estimates range as
high as 18 million,

What is the tull impact of
DES on men? Research indi-
cates / threefold increase in
genital traci abnormalities
among PES sons,

And, of course, there is Alice
Hooper's haunting question of
DES* potential impact on still
anather generation of children
born to DES daughters and

s0mS.

We do not know whether
DES causes penetic damage,
but some chlldren of DES
daughters have been born with
severe handicaps including ce-
rebral palsy as a result of DES-
retated reproductive abnor-
malities in their mothers,

One thing we knaw far sure:

PREMATURE LABCR

ratommended for

in sne sarfes af 1208 pollents

i ALL pregnancies . .
T8 pur qaal Fve daTvary widh desPLix
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++in gilher hlgh o7 low desage S

PROMOTING DES: Ads such as this one in 1867 helped sell
women on DES as a “wonder drug.”

The dearth of DES research
and education has perpetuated
the suffering of the DES-ex-

posed.

The fear and ouirage being
expressed today at the shock-
ing revelations about silicone
breast implanis is, in many

ways, exactly what DES-ex-
posed men and women have
been suffering in virtual si-
lence for the past 21 years. But
it's never too late for the truth.

The bottom line is the right
1o know. Keeping a person lg-
norant won't keep them alive.

Hold drug makers crimmally accountable

Lawsuits are inadequate punishment. Why
aren’t the execulives wha made DES and
sillcone implants arrested and tried?

1am a walking time bomb.

1 discovered this 13 years
ago, during a routine gyneco-
logical exam. The doctor said
my condition is rare and pri-
marily found in women whose
mothers took diethylstilbestrol,
or DES, a drug given to at least
2 million women between 1840
and 1971 1o prevent miscar-
but

Flve years, [our doctors and
two miscarriages later, 1 would
discover that 1 have perma-
nent reproductive disorders
and an increased risk of cervi-
cal cancer, which keeps ticking

away inside my hody as well as
my mind.

My mother took DES in 1935
— twa years after a study that
proved DES did not prevent
miscarriages. The companies
also knew it was potentially
desadly 1o the offspring of DES
mathers, but hid this from the
public until it was linked to &
rare type of cervical cancer
and removed from the market.
Most of the victims, some of
whom died, werg teenagers.

The makers of silicone
hreast implants are just the lat-
est on a growling list of compa-

mies to make
headlines
for such un-
scrupulous
practices.
They should
be held re-
sponsible for
their ac-
tions. Yet,
they simply
walk away.
No ar-
rests. No
penaities.
Ne apolp- ———
gies. No conscience. To them,
it's a financial decision; poten-
tial liability vs. patential profit
1t boils down to a cool, calculat-
ed spreadsheet bottom iine, If
a profit can be made after a
victim is paid off by the insur-

By Maxine Ko-
pel Bookbind-
er, an Amherst,
N.Y., writer
currently living
in Eurgpe.

ance campany, then it's still a
worthwhile business venture.

But a5 a victim of this
spreadsheet philosophy, I say
enough is enough.

These companies are getting
away with murder — literally.

Somewhere, behind the pol-
ished desks and pin-striped
suits, are real people making
the decisions to sell products
they know are dangerous. Civil
suits are fled and setilements
are made, And business goes
on as usual.

But companies don't make
decisions, peaple do. The com-
pany president, chairman of
the board and other top execu-
tives must be held responsible.
They mwust be arrested and
tried by a jury.

1 want to see real peaple and

to hear thelr names, | want fo
seg them on the nightly news
trotted off to criminal court on
the arms of their attorneys. 1
don't wand to hear about their
company's quarterly earnings
and marketshare value,

What they are doing is 2
crime. They are no different
from assailants who stab or
shoot their victlms. The only
difference is they don't have lo
watch us suffer.

Until Congress, the president
or the Amerlcan people ensure
that justice is done, corporate
heads will continue to hide the
truth as long as the courts ook
the other way and the insur-
ance companies clean up the
mess.

And that may be the biggest
crime of all.
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FACTS ABOUT DES

¢ Diethylstilbestrol (DES}, a powerful synthetic
hormone, was given to prevent miscarriage to an
estimated 4.8 million women in the United States
from 1941 to 1971 and beyond, despite reports
from as early as 1953 (University of Chicago
study) that the drug was ineffective for this
purpose.

¢ There are about 2.4 million DES daughters and
the same number of DES sons in the United
States. DES was also used in other countries, and
on U.S. military bases worldwide.

® Approximately one out of every 1,000 DES
daughters will develop a rare vaginal cancer from
her DES exposure. The age of greatest risk is from
15-22, although DES daughters up to age 41 have
developed this cancer. DES daughters also have
twice the rate of dysplasia (abnormal cervical
cells} as other women. This can, in some cases,
be a pre-cancerous condition.

® The problem affecting the greatest number of
DES daughters is that of reproduction. Up to half
of all DES daughters will have some kind of dif-
ficulty, including infertility, ectopic (tubal)
pregnancy, miscarriage, and premature delivery.
About 80 % of DES daughers who want children
will eventually have at least one child.

® Some studies have shown an increased risk of
genital problems and infertility among DES sons.

® DES mothers are at somewhat higher risk for
breast cancer than are mothers who were not
given the drug.

¢ Because of their cancer risk, DES daughers must
have special screening examinations by doctors
trained in the techniques needed to detect this rare
form of cancer. Because of pregnancy risks, DES
daughters need high-risk pregnancy care. All this
means added worry and medical expense.

e DES is currently authorized for use to treat cer-
tain types of cancer, as estrogen replacement
treatment for menopausal women, and for pros-

tate cancer. It is nof authorized for use to suppress
lactation in women who choose not to breastfeed;
as a postcoital contraceptive (morning after pill),
or in animal feed.

» Research studies show a greater risk of perma-
nent impairment of the immune system in DES
exposed people. More research is needed for
possible effects on other body systems.

BASIC DES INFORMATION

Information: try to learn as much as you can about
DES and the health effects of DES exposure. The
publications from the national office provide a good
overview. There are also some good books on DES,
including:

DES: The Complete Story, by Cynthia Orenberg,
(avail. from office).

Women and The Crisis in Sex Hormones, by
Barbara Seaman, (avail. from office).

Worse Than the Disease: Pitfalls of Medical
Progress, by Diana Dutton.

When Technology Wounds: The Human
Consequences of Progress, by Chellis Glendinning.

The latter three books include sections on DES.

Here are some basic facts about DES exposure:

BACKGROUND:

1) From 1941-1971 DES was prescribed during
pregnancy to “prevent miscarriage.” It was pre-
scribed to women who had

® a previous miscarriage

slight bleeding during pregnancy

diabetes

other conditions, at doctor’s discretion.

2) In 1953 a study by Dieckmann et al, University
of Chicago, showed that DES was ineffective in
preventing miscarriage. This had little effect,
however, on its distribution and use.

3) DES was used in the following forms:

® prescription pills—over 200 brand names as
estrogen and vitamin supplements which included
DES.

® injection

¢ vaginal suppository

4) Key research articles:

* Dodds, 1938, England. Scientist who first
developed DES (first synthetic estrogen).

® The Smiths, 1948-49, Harvard. Husband-and-
wife team who developed the “Smith regimen”
which was widely used for dosages of DES.

e Dieckmann et al, 1953, U. of Chicago. Article
showing DES ineffective in preventing
miscarriage.

® Herbst et al, 1971, Boston. Article in New
England Journal of Medicine which revealed that
DES caused clear cell vaginal cancer in seven
young women whose mothers had taken DES.

DES EXPOSURE

IN U.S. POPULATION: 9.6 MILLION PEOPLE

1) Mothers: 4.8 million (2 of exposed population}
Sons: 2.4 million (¥ of exposed population)
Daughters: 2.4 million (¥4 of exposed population)

Not all women who took DES had successful
pregnancy outcomes, but many took DES during
more than one pregnancy. Thus, the correlation of
numbers of DES mothers and offspring is con-
sidered to be 1:1.

2) DES prescribed widely in U.S. military, both at
home and abroad. Special concern here is how to
obtain medical records.

POSSIBLE EFFECTS OF EXPOSURE TO DES

1) Sons:

* More frequent genital abnormalities

* Undescended testicles: higher risk for testicular
cancer.

¢ Epididymal cysts

* Malformed sperm, decreased sperm motility

o Fertility problems

Note: Research on sons has been very limited and
many questions remain unanswered.
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Anti-Secrecy Agreement Movement Grows

onsumer rights activists
Cand survivors of danger-

ous drugs and products
are gaining momentum in efforts
to bar “secrecy agreements” in
out-of-court settlements. Settling
lawsuits too often hinges on
plaintiffs agreeing to never
publicly discuss the details or
reveal the terms of their court
cases. Some DES daughters have
signed such agreements because
it is the only way they can obtain
any compensation for their
injuries. Secrecy agreements,
however, benefit the pharmaceu-
tical manufacturers by allowing
them to avoid public scrutiny

nd the appearance of wrongdo-

ing. Other DES daughters who

may be considering lawsuits are
not able to learn about settle-
ments and have a harder time
assessing their chances for
success.

The injuries caused by DES
were discovered and made
public by medical researchers
and injured people themselves.
For other drugs and medical
devices, however, life-saving
information has been withheld
because of secrecy agreements.
Corporations are able to continue
selling products which have
injured or even killed people
because the record of destruction
is sealed and protected by court
order.

Last year the state of Florida

enacted the “Sunshine in Litiga-
tion Act” which forbids courts
from entering orders which
conceal a “public hazard” or
information about a public
hazard. The Texas Supreme
Court established anti-secrecy
guidelines in 1990 as well. Re-
cently DES Action spoke in favor
of an anti-secrecy bill which is
moving through the California
legislature, and similar legislative
efforts are underway in many
states. More and more people
have become aware of the need
to put the public interest above
corporate interests. DES Action
will continues to support legisla-
tion which advances the public’s
right to know. (]




SECRECY HURTS
CONSUMERS

Countless injuries and deaths could have becn prevented if safety test records and documents, as well as
records of settlements and judgments, had been made public and were accessible. There is no justifica-

tion for allowing marketing considerations to outweigh public safety.

Hundreds of people have becn badly burned, and some even killed, when their Bic
lighters cither failed to extinguish properly or exploded. Bic has denied responsibility
but has refused to hand over design information, safety-test results, and records of com-
plaints and accidents, unless access was limited to the current parties in a lawsuit, In

many cases, Bic made secrecy a condition of setding lawsuits.

“America’s courts are public, not private, institutions. Secrecy agree-
ments undermine the public's right to know. And critical information
hidden from the public can lead to human casualties.”

- Ralph Nader

Over the last five years, scores of victims of fiery car crashes have filed lawsuits against
General Motors, alleging the auto manufacturer knew GM gas tanks were vulnerable to
puncture during high-speed crashes. The victims say these fuel leaks were well-docu-
mented by the company, which estimated the cost of fixing the tanks -- from $8.59 to
$11.59 a car, by its own estimates — was too high.,GM has consistently used secrecy
agreement procedures to keep closely held and controversial documents out of the public

eye.

“There is no justification for auto manufacturers withholding safety
information from the public. This legislation could result in saving lives
and preventing injury -- a consideration that should be foremost in manu-
Saciurers’ design and markering strategies.”

- Jim Miller
Vicrims Group Opposed to
Unsafe Restraints




SECRECY HURTS
THE ENVIRONMENT

health officials to monitor hazardous chemicals.

Secrecy orders can block attempts by scientists and
aintiffs in a lawsuit, and then sealed -- continuing

Worse, information is grudgingly released only to pl
.the exposure of the public to enyironmental hazards.

In a confidential settlement, the Xerox Corporation paid two familics in New York
nearly $5 million in a case alleging that chemical leaks from a Xerox plant caused neuro-

logical damage to seven family members. Neighbors still living on the same strect
cannot obtain information about the hazards they still face -- even the family whose 12-

year-old child just developed a rare form of cancer.

“The policy interests of the public and the environment must glways be
considered before the financial interests of a private company. We have
10 know more about these problems in order to stop them from happening

again.”

- Michael Picker, Director
National Toxics Campaign

In California, following an accident at Fiberite's Orange Coumf'plant, over 20 people
liver disease and birth

developed serious complications including repiratory problems,
defects in newborns. Despite the potential gravity of the situation -- it happened nextto a
child care center - Fiberite refused to settle the caseunless all the information regarding

the toxic incident was sealed in the process.

“Locking away vital health and environmental data serves no one, and
throws up roadblocks to legitimate scientific inquiry into chemical and
other types of contamination. The Sierra Club strongly endorses SB711."

- Michael Paparian, Direcior
Sierra Club of California




SECRECY HURTS
PATIENTS

Patients rely on prescription drugs for their recovery; sometimes, the drugs are instead their death

sentence. Too often, pharmaceutical manufacturers knowingly continue to market dangerous products
because the business cost of a recall or warning would be so great. They seutde the vocal cases only if
the plaintiff agrees to seal the file -- and with it, all records of the drug’s dangerous legacy.

In 1985, McNeil Pharmaceutical recalled its painkiller Zomax from the market. Accord-
ing to an FDA study in the same year, Zomax was already a factor in 14 deaths and 403
life-threatening allergic reactions. Yet, McNeil chose to quietly settle lawsuits out of
court to prevent the disclosure of information collected over the course of the Jawsuits.
As patients were suffering and successfully challénging McNeil in court, the company

stepped up its marketing program.

“In order to seal cases, courts repeatedly sealed medical and scientific
records, effectively shutting off access to vital technical information and
preventing scientists from initiating research projects and publishing
resulis.” "
- Dr. Devra Davis, Toxicologist
National Academy of Sciences
) . Zomax allergic reaction victim




SECRECY HURTS
SENIOR CITIZENS

Vulnerable seniors are ofien dependent on their doctors’ medical advice and on the drugs that are
prescribed. Some companies have chosen to exploit this emotional and financial vulnerability through
secret settlement cases in order to discourage additional justifiable lawsuits. This type of secrecy is

perhaps one of the most appalling abuses of the civil justice system.

The Pfizer heast valve was taken off the market in 1986 after causing over 150 deaths,
but is still implanted in some 50,000 people. Reports of the defective valve have been
withheld from the medical community and the public because of protective orders re-
quested by the manufacturer — orders which even prohibited forwarding information to
the Food and Drug Administration. Pfizer has paid millions of dollars to settle many
lawsuits in return for secrecy orders. e '

“I learned that Shiley, the company that makes the heart valve, had not
provided any information about the problem to patients who had the
valves..d learned that marny of the patients had filed lawsuits against
Pfizer..J learned that documents and information obtained in those
lawsuits were never made public because of agreemenis o court orders
which kept the information secret. ] believe secrecy killed my wife.”

- Fred Barbee, whose wife died when
her Pfizer heart valve malfunctioned.
Ten years dfter the first fatality, the Barbees
were never notified of a problem.

by

Oraflex, an anti-arthritic drug, caused kidney and liver damage in many senior citizens.
A senior staff physician for Eli Lilly, the manufacturer, knew of its harmful side effects.
He instructed staff to change the findingsina scientific study on Oraflex to “play down”
its harmful effects. Press kits were sent to over 6,000 newspapers, magazines, radio and
TV stations to promote the “wonder drug.” Three months later, 49 Americans, most of
them senior citizens, were dead and nearly 1,000 injured. Eli Lilly sought protective

orders to hide this prime example of corporate greed.

“Sonior citizens are exposed to more drugs and medical devices than any
other sector of society. Protective orders and secrecy agreements harm
the public by keeping hazards quiet. Companies that do not have public
hazards have nothing to fear by this legislation.”

- Howard Owens, President
Congress of California Seniors




SECRECY HURTS
WORKERS

Knovﬁngly exposing workers to unsafe working conditions is a criminal act, but settling with some
employees in secret to avoid mass litigation is unconscionable. Secrecy agreements affecting the work-
place can keep significant findings of health and safety hazards out of the public domain.

Workers at the Goodyear Tire and Rubber Co. filed suit after many of them developed
cancer, claiming Goodyear knew many of the chemicals used in the tire-making process
were toxic and even carcinogenic. In 1980, Goodyear sought and was granted a broad
protective order covering every document it provided to workers. In 1986, Goodyear
confidentially settled 34 of the cancer cases. It was not until 1989 that a federal judge
overmuled confidentiality restrictions on the health:related documents.

“I't would have been so helpful for us to have (the chemical exposure
document) so it could be used in a preventive manner.”

- Louis Beliczky
Director of Industrial Hygiene
United Rubber Workers

In 1929, 11 employees of the Johns-Manville Corporation filed suit against their em-
ployer for asbestos exposure. During the trial experts testified about the dangers of
silicosis and asbestosts, as well as the hazards that existed for those workers with pulmo-
nary dust exposure. The Johns-Manville Corp. settled the extensive cases with secrecy
agreements, safeguarding all public records about the dangerous diseases. It was not
until the late *50s that the real facts about the diseases began to emerge.

“Only by documenting and publicizing hazards in the workplace can we
be sure we are working together to make our work environment safe and

. healthy. Letting workers suffer or die because of a ‘judicial loophole' is
contrary to everything we have fought these last 20 years.”

- Jan Chatten-Brown, Coordinator
WORKSAFE!




DRAFT Floor Statement

Sen. Herb Kohl

Open Court Records Act of 1992 -
7.24.92

Mr. President, I rise to initiate legislation to combat a
growing problem: secret court settlements and confidentiality
orders which hide vital information about public health and
safety. As the recent silicone breast implant revelations
dramatically illustrate, concealing health and safety hazards
from public scrutiny can have tragic consequences for the
American people. Indeed, a variety of product liabi}ity, toxic
tort, gnviroﬁmental and consumer fraud cases -- in which
manufacturer-defendants have made confidentiality orders a
prgréquisite for settlement -~ provides further evidence of the
chilling effect of judicially-sanctioned secrecy on public health

and safety.

The increasing use of protective orders and secret court
Settlements in America provides clear and compelling evidence
that the scales of justice are tipped unfairly against the

pPublic’s right to know. Let me tell you why.

Revelations about breast implants are a timely and tragic
example. By the early 1980s, scientists at Dow Corning were well
aware of the potentially adverse effects, but safety and research
memos were restricted from public access. Under an agreement

reached in 1984, Dow Corning paid a seven-figure settlement to an



injured woman in exchange for her promise never to tell anyone
about the suit or the internal documents. Regulators and
citizens could have learned a decade ago about potentially fatal
autoimmune reactions from silicone implants, had such crucial

information not been protected and sealed from public knowledge.

Recent disclosures about the sleeping pill Halcion revealed
a similar tragedy. The manufacturer Upjohn knew about the drug’s
dangerous side effects as early as 1972 but concealed its
internal data from the Food and Drug Administration. Upjohn
subsequently entered into secret court settlements, which allowed
the company to hide this damaging data. Not until last year did
the world learn that Upjohn had falsified and sealed this wvital

information from the public eye.

At the 1990 hearing on court secrecy that I chaired, we
learned firsthand about the public hazards of secrecy. A
resident of my home_state of Wisconsin, Frederick Barbee,
testified that his wife would be alive today if the manufacturer
of a defective heart valve had not been allowed to keep safety-
related information secret. We received written testimony from
New York Attorney General Robert Abrams, who bemcaned a secret
court settlement in which Xerox paid several million dollars to
two Rochester families injured by the company’s leaking toxic
chemicals, in exchange for their promise of complete and total

secrecy. Texas Supreme Court Justice Lloyd Doggett told us that



protection orders are now routinely requested -- and frequently
granted -- in virtually every product liability, automobile
design, toxic tort, environmental, medical malpractice,

pharmaceutical, and consumer fraud case.

Mr. President, we should not eliminate confidentiality
orders entirely -~ as some have suggested -- but we must do
something to ensure that this type of crucial information becomes
public. We must create a safer society. To this end, I am
introducing the Open Court Records Act of 1992 with my colleagues
Senators Metzenbaum and Kennedy. It is simple, effeqtive and

4
narrow in scope.

The bill amends the Federal Rules of Civil Procedure and
creates a new section of the United States Code to require public
disclosure by the courts of all discovery, pre-trial and trial
information which is "relevant" to the protection of public
health and safety. The status quo -- where judges have no
obligation to consider the public interest and which too often
ieads to the triumph of secrecy over safety -- is simply
unacceptable. Private litigants are currently allowed to settle
at the public’s expense because defendants want to cut their
losses, plaintiffs want a quick cash guarantee, and judges want
to clear their dockets. Our bill would require trial judges to
make a factual finding that public health and safety will not be

jeopardized by granting a protective order. It is our hope that



this consideration will lead to a more appropriate balance

between secrecy and disclosure.

Mr. President, a few special interest groups mistakenly
claim that our legislative initiative could bottleneck the
courts. They contend that our bill would discourage court
settlements and lead to prolonged, costly legal battles. But, in
fact, the opposite may be true: several states have passed more
sweeping anti-secrecy legislation than we propose today, and the
critics have been proven wrong. Justice Doggett recently
reported that anti-secrecy legislatidnhin Texas has created court
openness witHout clogging the courts. Industry representatives
warned that companies would leave the state, but they have not.
New York Court of Appeals Chief Judge Sol Wachtler said recently
that settlements have not declined in the face of a New York law
restricting protective orders. Even Third Circuit Judge Joseph
Weis, Jr. of the U.S. Court of Appeals, who testified at our
court secrecy hearing against congressional modification of the
Federal Rules, conceded: "I think it is interesting that Texas
solved its problem by changing its rules of civil procedure, and
I think that the Federal courts should be given the same

opportunity. "

Evidence at the state level reveals three main reasons why
anti-secrecy legislation has reduced rather than promoted

litigation. First, openness makes good econocmic sense. If the



information provided to one party is relevant to other parties in
other cases, then sharing information between these parties may '
lessen the time and cost of litigation. Secrecy orders make
every subsequent litigant reinvent the wheel, and this
inefficiency makes lawsuits costlier for plaintiffs and

defendants alike.

Second, state prohibitions on secrecy orders that harm
public health and safety have not discouraged settlement because
manufacturers settle for a number of reasons, such as to avoid
the possibility of high jury awards, or to mitigate the high cost
of litigation. Moreover, settling a case may reduce bad
publicity since the damaging information is likely to receive

even more publicity at trial.

Mr. President, how many deadly secrets lie buried in
courthouse files? We don‘t know. But the Open Court Records Act
of 1992, at the very least, will bring court secrecy out of the

shadows and into the public light.
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Products Liability

Going Public About
Detective Products

onsider the scene: A

talented trial lawyer

finally wins a three-

year battle, forcing the

manufacturer to pay

significant damages ro
his client. The lawyer battled resistance
to discovery, endless defense motions,
and witnesses who would not fully
answer questions. He survived unex-
pected costs for testing, days of search-
ing through largely irrelevant govern-
ment documents, and a skeptical judge.
The lawyer has proved the product is
defective. The brain-damaged client is
compensated, and the files are sent to
storage as the lawyer moves on to the
next casc.

What’s wrong with this picture? In
traditional litigation terms—nothing.
But in today’s cnvironment, it might
best be described as societal malpractice.
And the reason Fomm%vhy
would trial lawyers, under stege in the
press, in the legislature, and in the
courts, fail to boast publicly abour their
achievements in products liability suirs
and take steps to convert their victories
to public policy?

Most critics of the trial bar, of course,
lodge the opposite complaiar. - They
characterize trial lawyers as overly boast-
ful abour the cases they win. In fact,
representatives of detendant corporations
make a practice of ridiculing the “slick
trial lawyer” who they claim manipu-

Joan Clavbrook is president of Public Citi-
zen, & national public interest Jonp in
Washington, D.C. She is the Sformier ad-
ministmtor of the National Huylnvay Tingfic
Safety Admininsontion.

Joan Claybrook

lates the law and the jury to win a mil-
lion-dollar award and takes a big chunk
of the victim’s damages in fees,

There is, of course, a method in this
corporate message. Manufacturers who
have been embarrassed by trial lawyers
in case after case want legistators and ju-
rors to think trial lawvers are villains,
greedy pariahs on the make.

It is a testament to their public rela-
tions initiative that manufcrurers sell-
ing harmful, defective products have so
successfully conveyed their message.
With constant repetition, they have
convinced a significant segment of the
public that the victim’s lawyer, the ad-
vocate who takes cases on a contingent
basis without any fee unless the plaintiff
wins, is getting a windfall and is under-
mining the frec-enterprise svstem.

Perhaps their message is taking hold
because this debate on the function of
the tria] bar is not argued on meritori-
ous grounds. In large measure. only one
side of the story is being effectively
presented because the erial bar is focused
on speaking to the client and the jury,
not o the public. And. untortunately,
when trial lawyes do wlk publicly
about their cascs, they often speak of
the size of the award as a shorthand way
of showing the significance of the case,
rather than explaining its substantive
importance. As a result, the public docs
not understand the valuable mission of
tort law. This is a prescription tor disas-
ter. Even though the courts are supposed
to be removed from the irational swings
of public opinion, thev are not,

If this denigration of the trial bar and
tort law continues without any response,
ncreasingly clienes will be deprived of

effective representation before juries, Al-
50, courts will issue even more protec-
tive orders, state legislatures will eviscer-
ate the tort system, and government
agencices will ignore petitions for correc-
tive action on products found defective
in court cases. This is the power and the
importance of public opinion.

Valuable Mission

The remedy for this state of affirs is
for the trial bar to tell the world through
the public media about its valuable mjs-
sion and abour the defective products
it uncovers. This is no simple task, but
it can and should become rourtine for
members of the trial bar. The effort
should include holding press confer-
ences week after week in state after state
as cases are concluded. The bar should
wam the public about defective products
and services; file petitions with govern-
ment agencies asking for investigation
and recall of particular products, for in-
tormative labeling, and for issuance of
new safery standards; and urge affected
companies to redesign their products
and hospitals to adopt improved medi-
cal procedures,

If these cfores fil, more aggressive
tactics can be initiated. These would in-
clude asking for help from members of
Congress who oversee the relevant gov-
Lrnment agency, testitving before con-
gressional hearings. appearing on tele-
vised debates or public atfairs programs,

-or pushing public interest groups to sue

EOVErnment agencies to issue standards,

As aformer reguilator., [ know thae the
tacts eral Linvers collect on a product
defect are usually tar superior to those
dgovernment agency colleets tor an in-
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vestgation. This is true for a number

of reasons. Government agencics rarely
use subpocnas—the type of official com-
mand that companies respond to with
accuracy. At the urging of the recipient
company and to expedite the response,
many government requests for informa-
tion are informal. Also, written govern-
ment requests for information are usual-
ly prepared by scientists, engineers, or
investigators, not lawyers, and thus con-
tain unintended loopholes. Although it
is a criminal violation to lic to the gov-
erament, corporate lawyers arc trained
to abfuscatc and to avoid supplying crit-
ical, incriminating information.

Further, because government agencies
arc¢ authonitative decision makers, they
can rely on their own data and analyscs,
By contrast, erial lawyers as advocates
must persuade judges and juries with
admissible facts. Thus, trial lawyers seck
out every scrap of information to make
the case, uncovering critical facts by
lengthy discovery motions, detailed per-
sonal review of corporate documents,
depositions (rarely uscd in government
investigations}, and eventually cross-cx-
aminadon at trial.

Often, the facts gleaned by trial law-
yers are unkniown ro the regulatory
agency. But, if known, these facts could
result in a recall, a labeling requirement,
or a safety standard. For all these rea-
sons, trial lawyers are obliged to share
their work product with the relevant
state or federal government agency. The
information will have a far greater im-
pact if a lawyer informs the media as
well. Trial fawyers must learn how to
communicate their success stories to the
press and che public.

Behind Closed Doors

Courtroom secrecy is another issue
refevant to the ability of trial lawyers to
inform governmenr agencies of their
work product. As erial lawyers have im-
proved their discovery skills and their
success in litigation, corporations have
looked for schemes to avoid producing
or disclosing ““smoking gun” documents,
During the 1980s, corporations have in-
crcased the use of three techniques:
routine destruction of documents, secrecy
requircments for settlements, and pro-
tective orders.

The ial bar should launch a con-
certed campaign with the public interest
bar to limit chese secrecy tools. Unless
there is an organized ctlore, it will be
almost impossible wo effectively counter-
act the corporate mancuvers,

Destruction of documenss. A number of
companics, particularly larger oncs, have
adopred systematic programs for dis-
carding certain types of documents—
such as product-design reports or critical
new product-test results. Some auto
companics require disposal of key design
documents within a year after initial
production of a new vehicle. Some
companics also label as “‘rescarch” any
safety-standard *‘compliance’ tests its
vehicles fail ar the company proving
grounds.

Somc regulatory agencies prohibit dis-
posal of relevant documents, but there
is little consistency and no coordination

Even though the conrts are
supposed to be removed
Jrom the irrational swings
of public opinion, they
are not.

P

among agencics. This problem is too
critical to bartle out case by casc. By the
time a case is litigated the damage has
already been done. The trial bar should
confront the issue, make reccommenda-
tions to the state and federal govern-
ments and to professional and techni-
cal associations for a uniform law on
document retention and attempe to
scck sanctions in curt in egregious
cascs if it is violated.

The Association of Tral Lawvers of
America opposes secrecy requirements
as a condition of sertlement. Bur ATLA
needs to exert some muscle to support
its views.

Secrecy in settlement. Prohibiting discus-
sion of the casc or its outcome, req uiring
destruction or return of documents in
the casc, or limiting the trial attorney
from taking similar cases should be pro-
hibited. One effective way would be
developing and adopring new scate bar
Jssociation rules that make requests for
seerecy in sertlements uncthical.

Protective onders. They are now issued
wholesale, and courts have become dan-
gerously inured to their issuance. The
trial bar is partly responsible, because
many trial lawyers think in case-by-case
terms rather than in policy terms, In the
midst of fights over the availability of
documents, many trial hwvyers agree, al-
beit reluctantly, to protective orders.
When the case ends, there is lictle in-
centive 1oty to remove them.,

Plaintiffs’ counsel should resist pro-
tective orders for many tactical reasons.
They make it far more difficult to check
the completeness and accuracy of the
defendant’s responscs. They prevent
consultation with other attorneys. They
permit defendants ro be inconsistent in
responses in different cases because che
protective order makes it impossible for
plaintiffs to compare documents. They
also limit the extent to which plainriffs
and their counse! can discuss cases with
government regulators and the press.

Trial lawyers should object to any pro-
tective orders and insist that they not
be issued uniess the court clearly defines
their necessity. Colordo atcorney James
Gilbert has written Confidentiality Orders
(Wiley Law Publications 1988), an cx-
cellent book on how to resist and avoid
protective orders. If a protective order
is issued nevertheless, the lawyer then
has a greater responsibility to seck the
order’s removal at the end of the case.
As a last resort, if this is not successful,
the acrorney should inform the press,
citizen groups, and the public at large
about the order and encourage citizen
groups or the trial bar to seck disclosure
of the factual papers thar were involved
in the case,

Trial lawyers rarely if ever do this—or
cven consider doing ic. Yet, there arc
citizen groups that would move to rc-
quest disclosure on behalf of the pub-
lic interest if only the groups were aware
of the case.

In the past few years, Public Citizen
filed motions in two ditferent cascs seck-
ing disclosure of documents. Although
the original cases were cither scttled or
lost, Public Citizen secured disclosure
of the docurments on the basis of their
value to the public incercst. (In 72 “Agent
Ominge’’ Product Liability Litigntion, 821
F.2d 139 (2d Cir. 1987) {motion filed
to chailenge scal that was part of pro-
poscd scetlement agreement in 1984),
and Prblic Citizen v. Lignert Group, Ine.,
358 F.2d 775 (Ist Cir. 1988).)

Despite the involvement of Public
Citizen in these two cases and its ex-
pertise and experience in securing public
disclosure of information over the last
15 years, it has never been asked by a
plainuft’s counsel to seck disclosure. As
far as T know, no citizen group has ever
received such a request.

Federal Preemption

Einally, detense counsel arc employing,
1 mew factic to prevent litigation of
worthy cases. Detendants are asserting

TRIAT NOVEMBER fvgv

35



TELEVISION ADVERTISING
FOR PERSONAL INJURY LAWYERS

EACH AFFILIATE ATTORNEY HAS EXCLUSIVE TERRITORY

1-800-4-
INJURY

PERSONAL INJURY NETWORK
cALt 1-800-328-4727
The Personal Injury Network is offering select areas to

expand a unique and profitable legal marketing concept.

This offer is conditioned upon acceptance by the Personal Injury Network
and the availability of specific marketing regions. T

Call Mr. Neal Kuvara for details, or for information write:
The Personal Injury Network, 1525 E. Francisco Blvd., San Rafael,CA 94901

THE PERSONAL INJURY NETWORK...
Linking people with the best possible legal help available

Running out of Time? Staff? Patience?

ATLA RESEARCH CENTER

will fill your needs:

Legal Research
Custom-written Briefs
Document Retrieval
Patent Searches
Answers

New, affordable service
for the busy member.
As fast as you need it. . .we'll fax it.

Call Today!
1(800)962-9508

One call will lead to another.

federal preemption of state tort cases
(where 95 percent of the tort cases are
litigated), claiming that federal regula-
tory statutes prevent decisions by state
courts. Whether valid or not, these
motions are being given senious con-
stderation by the courts. When they arc
successful, they stop the litigation re-
gardless of the merits of the claim or the
dangers posed by the product.

In many ways, preemption claims are
the ultimate defense weapon because
they put a new burden on the plaindffs’
counsel in an area of law in which few
have expertise. And preemption claims
take lictle effort for defense lawyers be-
causc counsel can prepare them whole-
sale. If this simple mancuver works, the
casc is over, leaving the plaintiff and the
public vulacrable. Plaintiffs” attorneys
need to jointly develop effective defenses
to these motions much as Trial Lawycrs
for Public Justice has done regarding
preemption claims in air-bag suits.

Without question, the trial bar per-
forms an cxtraordinary service to the
public. But it is not achieving the pub-
lic policy impact that it can and should.
Steps to achieve this larger societal ef-
fect are neither complex nor extraordi-
nary. They requirc commitment and or-
ganization by the trial bar and a recog-
nition thar dissemination of informa-
tion and resistance to secrecy is in the
sclf-interest of the trial bar as well as of
the public. There are not many win-win
opportunitics. This is one that trial law-
yers should recognize and pursue, [J

ATLA Member Named
Lawyer of the Year

ATLA member Joscph Cotchetr has
been named Thal Lawver of the Year by
Trial Lawyers for Public Justice. Cotch-
ett, of Burlingame, California, was hon-
ored because of his work to protect the
average consumcr.

Cotchett made legal inroads with his
successtul sccurities fraud suit against
Technical Equites. He was also the lead
atrorney in the recent fight to preserve
Proposition 103, the California insur-
ance initative,

Also chosen for the award was James
Harringron, dircctor of the Texas Civil
Liberties Union. Hamingron's recent
suceessful suit against the state mental
health department resulted in widespread
retorm in the state’s mental health sys-
tem. He has also won landmark suits for
mugrant farm workers, =
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The Lingering Pain of DES

question their doctors. It was, after

all, a time when the world was
discovering miracle drugs such as
peniciltin. And was there anything more
important than producing bouncing
babies?

I t was an era when women did nat

When DES first went on the market,
in 1941, pregnant women iook it like
aspirin, in increasingly lacger doses. The
ads for the Eli Lilly and Co. product,
which was supposed 10 safeguard against
miscarriage, were pretty persuasive:
“Yes . . . to prevent abortion,
miscarriage and premature labor.”

Experiments conducted on animals as
eatly as 1937 showed serious
reproductive malformations.

A 1950 study by William Dieckmann,
a University of Chicago doctor,
produced evidence that DES-treated
women had smaller babies and twice as
many miscarriages. Acccording to the
Medica] Trial Technique Quarterly,
“Dr. Dieckmann conchuded that DES
actuslly favars premature labor.*

Between 1947 and 1971, however,
an estimated 6 million pregnant women
toak DES, a synthetic estrogen formally
known as diethylstilbesterol. It was nat
until the November 1971 issue of the
New England Journal of Medicine
published the appalling news abaut
young girls with cancer of the
vagina—all of them daughters of
mothers who had been treated with
DES—that the FDA took steps to
restrict the use of DES in pregnancy.

Numerous Jawstits brought by

women against the drug
companies-—sgome 20 marketed
DES—have been settled out of court,

The insufficiently tested and
promiscuously prescribed “wonder
drug” never achieved the notariety of
other products that have victimized
women—the Dalkon Shield,
Thalidomide, silicone breast
implants—-although the case of DES has
aspects in common with the others,
Also, the full consequences of DES use
have yet to be measured.

Women think their overworked
dactors have rafied too much on the
word of drug companies,

At the Capitol yesterday, a parade of
sad-eyed women told of the havoc DES
has caused in their lives: the maiming of
beiaved children, the brutal end to
hepes of grandchildren and the fury that
comes with having been imposed on by
greedy drug ¢ompanijes.

The women gathered at the
summons of Rep, Louise Slaughter

(D-N.Y.), who has introduced a bill that
would spend $2 million over five years
for further education and research. One
of its goals: to find out if a third
generation of DES children has been
affected, and to explore the
congequences on the sons of women
who took DES. The effects on DES
daughters have been well documented:
serious fertility problems, susceptibility -
to all forms of cancer of the
reproductive organs, :
“Tt devastates the most intimate parts s
of our lives,” sobbed Judith Helfand of
New York City at the news conference, *
At 27, she has had a radical k
hysterectomy because of cancer of the
cervix, uterys, lymph nodes and part of
her vagina, She first heard of DES on a
Phil Donahue progrom when she was 14 B
years old, Her mother had been waiting  *
to tell her. They began a series of |
six-months checks with the doctorand =~ *
the operations that have left her infectile, *
She is black-haired, black-eyed and =
very angry. "It is a complete waste,*
she rages. “I try to turn my fury into
productive activities, I make
documentaries about what is happening -
to me. We are trying not fo be goad -]
victims. I was a commercial risk far the
drg companies.” v
Pat Cody of California channeled her
anguish into a DES action group and 4
newsletter. Sh]cy took DES
uncomplainingly when she was pregaant
with het daughter Martha, She had
miscarrigd the year before and it seemed
4 sensible precaution. She later found out
thie mortal dangers of DES from the San :
Francisco Chronicle, which picked up the
horror stary from the New England el
Journal. Cody never heard from the sixnved
doctor wha had prescribed the DES or. 71
the drug company that made it, from the
FDA or any public-health autherities. :

She later found out trom Ms, i
magazine abaut a special examination
for DES daughters, and the importance
of having one every six months.

She tried to get in touch with city, 5
mat.l;ty and ;::te authorities flbout
publicizing the importance of monitorin I'¢
DES daughters, She was told; “We don't
want to alarm people.” One of Cody's u
daughters had a hysterectomy at age 34, -

Slaughter learned about DES when
she was a member of the New York- -,
Iegisleture and is hopeful that her <%
modeat bill will pass this session. S

"It’s very little money with a great
deal to gain,” she says, It would also be
a nice way of letting the miserable: '
women know that somebady cares
about their suffering, i
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Ionda Civies, Bic highters, DPT
vaeeines, Zomax and Feldene pain-
Killers, Zenith welevision sets, Pliz-
er hearl vatves, Genernl Molors
fuel Lanks, Xerox toxic leak silos—
all are examples of cases in which
companics have chosen io selile
claims conlidentinlly rather Lhan
draw attenlion lo an allegedly
defective producl or other public
hazard. And Lhe lisL keeps expand-
ing.

The reach of proteclive arders
has grown along witlh the volume.
I recenl ycars, companics have
slarted insisting on gecrecy at ihe
start of a lawsuil 25 well as Lhe end.

When a company is sued, i is
required by the rutes of civil liliga-
tion Lo kand over o the plainuff a
witde arvay of ils private docu-
ments, in Lhe legal process called
discovery. Many companics now
tell the pilaintiffss We will only
hand over these dacuiments if you
agree nol to share them with other
lawyers or make Lhem available 10
ihe public.

From the company's poini of
view, this is enlirely reasonable,

he public has a righl to court

records, defense allarneys ar-
gue, not Lo pretrial materials, IU's
nol fair to have a company's pri-
vate documents offered Lo the pub-
lic and press before a case is wried
or resolved, simply because a
plaintiff's attorney filed a eom-
plaint. Not all lawsuils are merilo-
ricus, after ali, and the mere facl
that a lawsuit is fited, or Is sctiled
before trial, does npt mean ils
larget ig truly a public hazard.
Oftcn a plaintill"s atiorney s fish-
ing for documenis he can sell or
alherwise market Lo olher lawyers
pursuing similar suits.

"Rgleasing documents publicly
wilthout a chance Lo vindicale,
when there’s been no trial or
verdict, damages reputations,” ar-
gued Thomas MecLaughlin, a cor-
porate defense allorney whe 1esti-
ficd befare Lhe Waghington state
Legislature on behalfl of business
associations, “IU's called an anti-
secrecy law, but we ook at it a5 an
anti-privacy law.”

Such arguments are simply
smoke screens for the companies’
desire 1o avoid litigalicn, the plain-
tilfs' attormeys respond. It's one
thing to hide the amount of 2

seillement, they say, another Lo
hide public hazards such as Loxic
leaks, [aulty fuel Lanks, cxploding
lighters and delective drugs. When
a company pays, say $700.000, it's
nal a puisance sctllement—thece’s
a reason. Why shouldn't plaintll(s’
lawyers be ablc Lo share discovery
malerials with other lawycra?
Why must work Lhal casts up 10
$100,000 be repeated cach lime a
|lawsuil is filed? Why reinvent the
wheel?

“[1 is impossible to juslify seere-
ey orders to the man on the sireel,”
snid plaintilfs’ attorney Ron Perey,
who Lestified at the lepisiative
hearing. “Only lawyers can da Lthat
to other Yawyers. The only people
who could stand up and say we
should bury public hazard news gre
Lhe peoplc who make the public
hazards,”

Despite their obvious oulrage,
however, Lhe plaintiffs” attorneys
almost always cut the deals. There
finally is just Loo lillle incentive 10
rosist—{ighting for public disclo-
sure doesn’l help win the lawswml.
Seercl scillements benefit all the
players and grease the sysiem’s
wheels,

The injured plainliff quickly gels
to collccl a handsome scitlement
wilhaut the lime and duress ‘o:l'

cxlended courl appearanecs, “Inc
plaintifl’s avorney gets to colleel
up 1o 2 40% share of that award
without shouldering the risk ar
burden afl preparing for a rial. The
defendant gets te avoid bad public-
ily ond additional lawsuils, The
judge gels o keep his dockel trim,
the machinery of his courtroom
humming.
“It's very seductive,” said Mi-
chacl Withey, a Sealuc plain-
Liffs” alloriey assacialed with Proj-
cct Acecess. “'The defense allarncy
brings in a pile of documents and
says, you can look at all this If you
sign Lhis proleclive order. The
plaintiif's lawyer salivates, The
lemplation is Lo 5ign sa you can gel
your hands on Lhal pile ... .
Then they offer a big settlement if
you'll keep quict . . . . You're
representing a client, nol a public
interest 1 have clients with injurics
who need the money. Whal are we
.::z%poscd lo do? Qur hands arc

So, when Barbara Arbuckle
turned Lo her lawyer for advice, it
was na surprise that Ottinger
didn’t hesilale or agonize for very
long. Ollinger did nol like Lhe
chaice—"1 felt caughl between a
rock and a hard place . . . . It was
a dislasleful proposition.” Bul a
wial could last two weeks, cost
$30,000 and be appealed forever.
and OLLinger had just a ene-person
office wilh o phone-answering ma-
chine. Arbuckic had as much of an
emolional as a financial need Lo put
the matler to bed. This was the
1iine for Barbara to get on wilh her
lite. Desides, people could learn the
names of Lhe labs Lhey had suce if
Lhey checked Lhe courlhouse files.

Take the sclilement, Ottinger
advised.

The lawyer’s o client's sense
of conflick remained, however,
Mooths laler, Ollinger calted Ar-
wickle with a cueslion: Would
Barbara be willing Lo come Lo Lhe
slale Capitol to Lestily on behalf of
a bill resiricting secrel deals?

Arbuckle did nal hesilale, You
bel, she replicd. You bel.

m]

By design, Lhe national debate
about confilentiality orders -
creasingly is being framed as a
consumer protection issue, rather
than a fight amang alerneys for
their own benefit “I'vial lawyers
fel the image of being proody
sharks,” said Tep. Marlin Appel-
wick, chairman of the Washinglan
slute Iouse Jwliciary Committee.
“[ lry Lo make eleay this is o public
nlerest isgue | . . - ‘Thal’s why we
asked injured people Lo Leatify.”

50 iL was noL random chance Lhal
brpught Arbuckle 1o a legislative
heaving room oh the maming of
Jan, 18. Whal unfolded that day
mirrored the currenl scene in a
number of slale capitols.

The Lrial lawyers worked Lo keep
the focus on hidden public hazards,
while business lobbyists portrayed
the whole cindeavor as a grab by
allorneys for more business.

“Why dan't Lhey want this stufl
on Lhe record, for people Lo know?™
Atluckle demanded. 1 would nev-
er imagine that a manufacturer or
lab would ry Lo keep the inforima-
tien from others when someone is
biarmed by their preduel or scr-
vice . . .. Are lhey thal mency
hungry? 1t blows my mind,”

“The plaintiffs’ bar has gol la
have some sorl of public policy
rationale lo come hefore Lhe Legis-
lature,” responded Richard Du-
charme, a business Iobbyisl. “But
my ihinking is that Lheir real
ratianale is [that]ils e rrially
L. fieial to their o v The

PLOnLLTs bar has never been down
here o ask [or anylhing unless
ihere's money inil for them.”

When il was over, the hearing
had drawn Lhe intended publieily.
ineluding photographs and inter-
views of Arbuckle in the nest day's
leea} newspapers. Woeeks later, an
March 8. afler unclergoing revi-
sions that excluded doctors’ mul-
praclice from its reach, the bill wis
passed by the state House aml was
sent 1o the Senate. where il is anw
being considered, 1L faces an uphill
batlle there—"All [ neal 1o know
15 Lhal the Wial lawyers” associalion
is hehind iL,” one Nepublican stute
scnalar Lold Appelwick. Bul some
surl of reform is likcly cvenlually,
just as il s clsewhere in the
counlry.

The momentum is apparent. In

New Yaork, after mueh public out.
ery, a state juige cnded up arder-
ing Lhe release of courl recoerdy he
hal carlier sealed in a §4.75-millian
Xerax toxie legk seitlement. In
Maryland, o Ballimore magistrale
removed most confidentinlily re-
siriclions imposed carlicr _loxic
caposure lawsuils against a Good -
year Tire & Rubber Co. planl. 1a
Uregon, in respense Lo a challenge
by Projeei Access laiwyers, i Supe-
rior Court judge vacated o prolee-
Llive order that had been imposcd
on Ilondu Motor Co. documents in
an uli-lerrain-vchicle rollover
case. New York in February began
prolbiting the scaling of courl
records wilhout & judicizl finding of
"good cause.”

Florda's “Sunshine in Litigation
Acl" prohibils courl erders amid
privale agreemenls that concenl
information aboul a public hasard.
Toxas' sweeping new court rules,
lhe countrys slrongest becausc
they cover digcovery docunenls as
well as courl records, eslablish o
"presumplion of public access™
that can'L be overcome without
nouce, a hearing and a courl’s
finding of a “specilic, scrious and
subatantial” reason.

Despile these advances, howeyv-
er, Arbuckle remans uncasy, for,
from Lime to lime, amid the law-
yers' and tobbyists’ now Tamliar
cxchanges, she hears onc partcu-
lar commenl Lhat sull gives her
pause.

*No onc forced thal woman Lo
settle” is how Lhe Scallle defensc
allorney Thomas Mel.aughlin put
it. "She could have gane forward :n
a puhlic trial. She would have been
free o Lakk then."”

True cnaugh, Arbuckic has Lo
allow. Under the rclalively loose
terms of her deal, she still speaka
oul publicly, and much is knawn
anyway aboul Pap smears. Bul
other lawyers and clienis, disre-
garding the great difficullies in-
volved, have slarted refusing allo-
gether Lo accepl seerct deals; “Just
Say No” was the Llitle of onc recenl
artiele in Lhe legad jouzial ‘Trial.

asl August i Sealidve, I i cise

involving ¢xposurc o cleclru-
magnetic pulse radiation, Lhe 130 -
ing Co. agreed to pay more Lhan
500,000 Lo leukemia viclim [toherl
Strom cven though Strom refuscd
La accept a gag order. “We hasical -
ly stared them down-—-5lrom
wanted others warned.” allorney
Mike Wilhey cxplained,

There is no such oplion for
Arbuckic now —if she Lried o Back
out of her seltlement, she woukl be
hreaching a signed contrael. So, in
Lhe end, Arbuckle winls a new law
nal jusl to protect peaple from
public hazards bul also e protect
coundless plainlills and Lheir law-
yers from faring the lemptation of
their awself-inteee
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Dilemmas
of Settling

in Secret

L. B Times & ppr T
& Companics offer hefty
sums in cxchange for
keeping the details of
public-hazard lawsuits
quict. Plaintiffs must chose
between their own interest
and the public good.

By BARRY SIEGEL
TIMLY 3TAFF WRITLH

SEATTLE—There 15 a moment
thal recurs with dishearicning
regulanity for Barbara Arbuckle,

It comes during her conversa-
tions with wamen who, like her,
have survived faully Pap smcar
readings and deadty cervical can-
Ccer.

Jusl as Arbuckle is nodding
sympathetically in response 1o a
companion's account of medical
Lravail, just as she's Lhinking thal
this lady's stary is a [ilm of my own
life, the other woman invariably
leans forward. eyos Darrowing,
wilth questions: 5o where were
your Tap smears done? Do you
know anything about my lab? [Tow

many tesis did you have? How did -

ihey balch your case?

Arbuckle has talked in general
terms oh nalional Lelevision pro-
grams aboul problems with Pap
smears. She has testified before a
U.8. Senate subcommillec. She has
campaigned Urclessly tor whal she
calls “the public’s right Lo know.”
But she is unable 10 answer Lhose
olher wamen's specific questions,

1 cao't 1ell you, she responds.
looking away. 1 jusl can'l.

Such is Lhe price Arbuckle paid
in agreeing to a sizable oul-of-
couri sctilement of her fawsuil
againsl two laboralories Lhal she
said misread hor Pap smear results.
In exchange for aveiding an expen-
sive, drawn-aul Lrial. Arbucklc

nol lo identlfy the labs
publicly or discuss details of her
caze ar disclose evidence thal she
and her lawyer had gathered about
the labs" prablems with cther pa-
tients’ Pap smears. In [acl, she
agreed to let mosl of the court
records of her suit be sealed from
public view.

“Today, [ regret that deal.” Ar-
buckle, 27, toll a slale legislative

hearing in Washingion slate last.

Januarcy. “There arce things that
you all should know. 1 can'L say
some things And Lhose things
could save lots of lives . . . . Lives
would be saved if people knew.”

‘With those words of public re-
morse, Arbuckle jpined a mounting
national backlash against scaled
seltlements and protective orders,
which over Lhe lasl 15 years have
become a commeonplace clement of
the civil justice syslent.

In recent months, San Diego
County and five states—Virgima.
Texas, Florida, North Carelina ane’
New York—have acted by cour
edict or legislative stalute 10 cur-
lail such arrangements in cascs
invelving public hazards. Bills with
similar alms now are being cansid-
ered in Congress and by several
other states, including New Jersey
and Washinglan.

A Tew mxhvidual udges pave
started preventing sccrel seitle-
menis or reversing Lheir own con-
Tidentiality orders. A palinnnt 4=
lawyers” association hag begun an
oliensive - called Project  Access.
which files legal challenges to
copﬂdenl.ialil.y orders and mails aut
thick informalion packages full of
key ¢ases and sample bricls.

Cilizens drive cars, tnke drugs,
oaperate oquipment and live near

Loxie polluters Lhat have been the
subject of lawsiils covered by
confidentialily orders. Does the
public have an absolute right Lo
know about Lhese cases? Or should
plaintiffs and companies be allowed
o settle their privale dispules as
they sce fil? Where Lo draw Lhe
line between privale rights and
public interest? These are the
questions being raised by lawycrs
and lobbyisls in a growing national
debate.

Barbarn Arbuckle lakes part in

this broad cxchange bul also
sees the matler in more personal
and morally vexing lerms. The
legal system, after all, forced her o
choose belween her own interests -
and the public inlerest.

"My allorney’s advice was te let
o, mave on, because she knew i
was ware oul,” Arbuckle said. "]
agreed. I'm not mad at my lawyer.
She handled this 1o the best of her
ability, Here was a 23-year-old
waitress, just scralehing by with no
ene 1o help her. Bul the bottom line
15, this hurl the public, it hurl lols
of other people. So 1 have a ques-
lion: Why should my atlorney
have Lo advise me about this in the
firsL place?”

A look al Arbuckle’s case and
the debate in Washington offers
more Lhan ane answer o Lhis
question.

[m]

Arbuckle was 21 when her tou-
bles began—firsL discomfort and
pain, then problems with menstru-
ation. For Lwo ycars, she regularly
visited her doclor, who ook a
series of Pap smears bul could find
nothing wrong. Some girls just go
Lhrough Lhese things, Lhe declor
would Lell her. Your lesls are ail
fine.

Then, walching television late
ong nighlt in Oclober of 1985,
Arbuckle happened on a show in
which medical people were sitting
around {elking aboul eervical can-
cer. There was a lisling of symp-
ioms. 'This sounds just like me,
Arbuckle thought.

Three weeks later, she under-
wenl a radical hysiercclomy Lo
remove advanced cervical cancer.

“I had all the geals in life,” she
recalled ") was going Lo have a

litle boy, a kllle girl. Then Lhe
doclor told me nope, you dan’t gel
iL. This shouldn’l have happened—
it's nol just bad (ate. I'd been gaing
Lo my doctor, Lelling him my symp-
toms far lwa years, taking Lhe
tcats. 5o 1 called my allarncy.”

Eventually. her lawyer came (o
believe Lhe faull was with Lwo
Seattie labs. The labs, atlarncy
Mary Ann Otlinger claimed in 2
Jawsuit. misread Arbuckle’s I'ap
smears. Such misdiagnoses. it
cmerged, had been a growing
problen across Lhe counlry and
were nol uncommon al Lhe Lwo
labs in gqiestion. Bul the scope of
the prablem had been obscured by
seerel cotirt scliemnentls.

“L felt mad as hell,” Arbuckle
.said. "Il previous scerct coirl sel-
tlements hadn't conccaled ihe
problems n reading Pap smears, 1
might have learned of my caneer at

4

(rozen my cervis then, | could have
had a child. § starledd meeling with
doclors. victims, viclims' widow-
ers. 1 lcarncd hat Llhousands of
women dit: from cervical cancer.
which is curable. 1 tobd mysell, |
don’t care what it Lakes, I'm going
o do whalever is in my power 1o
gel this knewn, | wanleil o argan-
jzc prulests, lobby, put an lhe
pressure.”
oon, Arkuckle was speaking oul
in pubtic cegularty, being care-
ful not 1o twell on Lhe parUculars
of her own cise, because there had
been no judgmenl in court yet
Reparters ealled every week. Ger-
alde Rivera wvited her an his talk
show. Sa did Larry King.
“The response [rom all over
since 1 slarled W Wk was so

* much," Arbuckle swd. “IVs amuz-

ing—peaple Juw ol propic wateh
TV, people learn. We were giving
the public the knowledge. The only
way [ knew about Pap smears was
thal lale night TV show. Without
that show, I'd be dead. If 1 can
learn about my health watching
TV, why nol others?"

Bul, while her public appear-
ances multiphed, her legal baltde
dragged on wilhout resolution. One
trial dale was postponed, Uien
another, until the case was 2%
years old, Defense lawyers came
back again and again lo qucstion
Arbuckle,

"They asked hundreds of ques-
tions,” she said. “When wag the
first ume | saw a doclor? llow
often did I see him? What aboul my
sex life? EHow often? For haw
long?™

‘Then, in carly January of 1988,
the defending companies learned

Arbuckle was scheduled Lo Lestily
wilhin days before o subcommitice
of Congress that was investigaling
Fap smear msdiagnoses. “No way
did the defendanis want ihcir
names and Lhe details spread over
USA Today,” said Ollinges, Ar-
buckle's attsrney. “They did nal
want it in Congress and the pa-

=0

So, just, as Arouckle was packing
for WashingLon, a generous scille.
ment offer arrived., 1L bad a conthi-
lion, however: Arbuckic coutd mol
talk about the details of her, case,
and the file wauld be sealed.

Arbuckle bristied. “Afer 2'%
years of legal fighung, I'm lold |
have to kecp my mouth shul. And
the whote record is Lo be scoled.
My case docsn'l emsl. To whit

o
1m{)n the other hand, Lhose 2V
years had becn draining. Arbuck-
le's whale life was rolaling around
this case. She Lhought about it
every night when she lay down o
sleep.

Arbuckle wavercd,

What should [ do? she asked her
lawyer.

a

Arbuckle and Qtunger's dilem-
ma was nol at all an uncomman
ane. The inereasing usce of confi-
denlialily orders and sealed setibe-
nends is one cesponse o the grow-

. ing number of complex lawsuils
being liled that charge busincsses
with ereating public hazards. More
than % al all civil cases filed

natiomally are seilled by the con-
lestng parlics with litde court
involvement, and proleclive arders
are now routing in those Lhat
involve product liability, auto de-
S1gN, tOXIC exposure, environmental
hazard, medical malpraclice and
consumer fraud efaims.
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By Charles Bubm;ton %

and Richard Tapacott

Washiagton Post Shall Writers

ANNAPOLIS, April 2—A Mary-

land Senate committee killed a blll !
today that would have pmtectad‘
.corporations from punitive damage |/
awards in many cases in which their
employees injure or kill someone:
| through grossly negligent actions, ;E

The wole surprised curporate\]
i groups that had lobbied heavily furj
the bill, arguing that companies’
need' protection from “runaway ju.-i

B ek i)

ries,” It delighted personal injury

lawyers, who generally collect one- *
third of all damages awarded to

their clients.

The Judicial Proceedings Comimt‘ |
tee refected 6 to 5 an amendment.;
that would have weakened the bill;
but removed some of the opnomtmn
to it. “The bill's dead excl
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“USA TODAY hopes to
serve as a forum for bet-
ter understanding and
uhity 1o help make the
USA truly one nation.”
—Allen H. Nenharth
Founder, Sept. 15, 1982

Peter 5. Prichard
Editar
Karen Jurgensen
Editor of the
Editerial Page
Thomas Curley
President and Publisher

Jall, punitive dam-

ages should be
amonyg panalties for those who
imowingly sell dangeraus goods.

committee Chairman Walter bL. Balk-i
er (D-Cecil), who supported the b|ll‘k
and appeared surprised by the vote.:

Thepauelthenvotedstoﬂtokul»

the bill, 3
Backers of the measure were.
“grossly overreaching® in theic ef- I
i forts to protect companies from pu-:
unitive damages, which courts can
auward to punish and deter outra-i
geous  behavior, said Dennis C,
SMCCW, a lobhyist for personal,mmry
lawyers He said that Maryland j
Flm rarely award punitive damages’
but that the mere threat encourages),
o corparations to behave responsibly,
Meanwhile, with the reguiar leg- .
{islative session scheduled to end)
Monday, the Senate and Hause
again lapsed into a stalemate aver a
tax and budget package. i
On Wednesday, the conferences
committee assigned to wark out difs:
ces between House and Senate
pmals Wag near an accord.*
‘l‘he lone difference was whether an;
mcnme tax rate increase for wea]thl-g
‘er residents should be permanent:
|But when House members refused:
! today to agree with Senate plans to-
make it temporary, talks broke off, ©
Seeking alternatives, Senate lead-

ers offered a scaled-back tax plan {

that would balance the budget forf
rext year, raise the gasaline tax Eromj
‘l 18.5 cents to 24.5 cents 2 galloni¥)
i increass the clgarette tax by 20 cents
a pack and give local governments;
Jauthority to increase their “piggys)
back” income tax 20 percent.
-ﬁ Unlike earlier proposals, it would
. not provide extra money for some
! Jocal programs, such as police aid to :
11 Prince George's County. j
E‘ House leaders said they are not
| iprepared to accept the new plan.
.~ However, Gaov. William Donald
§chacfer expressed hope that law-
' makers will resclve the differences.
#fIt's just a short move* he smd
|'They can come ta z compromise.”
t. Albso teday, the Sepate passed 2ad
uem. to the House a bill that would
;restrn:t direct campaign contribu-
#huns from developers to Prince
George’s County Cauncil members
and the county executive, A House
vcommittee rejected a similar Senate .
'p{npoaal earlier this week. i
s AN e R

Victims of one-time wonder drug
DES fold a wrenching tale in Washing-
fon this week, leaving an inescapable
conclusion: Company leaders who sk
Lives to bloat profits should get tough
treatment — including jail.

DES, introducaed in 1941, did once
seem wondrous. Want healthier babies?
Just pop this little pill, the ads urged.
They didn't mention 1937 and 1950
studies linking the synthetic hormone to
deformities and increased miscarriages.
It wasn't banned until 1971, when sever-
al DES daughters suffered rare cancers.
By then, 6 million women had taken
DES. Their risks still are unknown.

Sound familiar?

Remermber Ovaftex? Bli Lilly and Co,
sold the arthritis drug here knowing it
was linked to 25 British deaths, The ex-
ploding Pinto gas tank? Ford knew but
chose not 1o fix it. Silicone breast im-
plants? They're sewn inte | million
women, but the FDA still doesn’t know
whether they ignite disease.

Nation/World

of unsafe products

Today’s debale is on DANGEROUS DRUGS and the need
for new incentives to keep problem products off the markeat.

Crack down on peddlers

‘INGTON PosT

Most companies strive to market
wares that build consumer confidence.
But too many of the 29,000 yearly prod-
uct-related deaths spring from corporate
decisions that de-emphasize safety.

That's unacceptable, yet states ignore
new incentives that could help ensure
safety, They should:

P Seek jail time for executives who
knowingly peddle products that maim
or kill. Criminal-negligence statutes al-
lowing such penalties are in place; prose-
cutors just don’t use them.

P Mandate that the public be able to
see lawsuit documents involving public
safety. Breast-implant evidence was kept
secret for years, when the FDA finally
did see some, it halted sales at once.

P Hone laws to encourage punitive
damages for frms that knowingly sell
unsafe products. Judges should decide
such damages according to clear, uni-
form standards, Awards shouldgo intoa
fund- for-all-victims, And lawyers' fees
should be capped — but not so low that
they discourage such litigation.

By far, the majority of U.S. compa-
nies manage to survive, even profit,
without maiming or killing people. It's
past time to force the athers follow suil.

¥DA Urged to Treat
Tobacco as Drug

Associated Press

Three prominent health organ-
izations said yesterday that they
want tobacco to be considered an
addictive drug and regulated by the
Food and Drug Administration,

“The health of the American peo-
ple can no longer be sacrificed for
the profits of the tobacco industry,”
the presidents of the American
Heart Association, the American
Lung Association and the American
Cancer Scciety said in a letter to
President Bush.

"If tobacco is to remain on the
market, it should be treated for
what it is, an addictive drug,” said
the letter, adding that cigarette
smoking is responsible for more
than 400,004 11.S. deaths annually .

The FDA is an agency of the
Health and Human Services De-
partment, where Secretary Louis
W. Sullivan has heen an outspoken
eritic of smoking. Department of
ficials had no comment about the
call for FDA regulation.
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Jusers of medical devices

FDA wants makers to track;;

By

WASHINGTON (AP) — Makers
of dozens of medical devices,
including silicone gel implants
lheart valves and respirators,
A would have to keep irack of the
'peuple who get them under pro-
¢posed federal rules to speed noti-
fication when problems develop.

1 The Food and Drug Administra-
ﬁon. which published the rules
|Friday in the Federal Register,
\eas found it difficult to let people
now there may be something
wrong with the devices upon
which their lives depend.

B Cardiovascular imravascular (iter.

B Vascular graht prosthess of less
than 6 milmeters dismetar.

B Vascular graft prosthess of 6
milimeters and graater diameler.

B Intracardiac patch or pledgel made
of polypropylens, polysthylene

List of devices

WASHINGTON {AP) — Hera is a list of
Ihe lypes of medical devices the Food
and Drug Administralion says shouls be
tracked Irom the ume ihey are

nerve simutator.

B Arlilicial embalization device,
B Spiral inlaraminal fixation onhosie.
W 'Spiral intervertebral body lixalion

manulactuned, orihosis.
Parmansntly Implantable Devices LIn
B Vena cava clip, Devices

{apnea moniors)

g Qr Life
@l Breathing irequency monilars

M Pressure regulaler, including
mecharcal oxygen regulalors.

H Porlable cxygen ganerator, il
including oxygen concantratons. i

#l Portable liquid cxygen unil.

' Earlier this month, for exam-
e, the FDA warned that people

v?:&tu.h:ﬂ‘uj 1] with & defectively designed heart
" replaced because af the danger

valve might want to have it

“that it could break and Kill them.

;But indjvidually notifying all 23,-

:;000 people in this couniry with

the valve proved irnpossible,
The manufacturer has been

: -ab!e to locate only ahout &1 per-
J:-cent of them.
*+ "Our registry was voluntary

and it was retrospective,” said
i:Rick Honey, a spokesman for
\Pfizer Ine, parent company of

“ the manufacturer of the Bjork-

Sh]ley mitral heart valve,
The company had asked hospi-

i;tals to mail back a registration
“eard when the devices were

lsrephihalale, ar polytetrafuoroethylane,
B Ventricular bypass (assist) davice.
W Implantable pacemaker puse
generalor.
& Cardiovascular permanent
pacemaker eleciiode.
& Annuloplasty fing.
M Replacemen! haart valve.
n : )
defibrilalor.
B Tracheal prosthesis.
W Intravasedlar occluding calheter.
M Aneurysm clip.
& Cenlral nervous system (uid shun|
Bng components.
R implaniled cerebellar siimulalor.

¥ Implanied diaphragrmalic-phrenic

# Tracheostomy Whe and tubs cull,

B Contirous vanldalor.

B Noncontinuous venltdalor (PPE),

B DC.-dedibillater §nchuding paddles).

B Periteneal diglysis sysiem and
arcessorias, inctuding: chronic
ambulatory {adull) and chromic pediatric
(nlant) periteneal disdysis systerms.

W Infusion pumps.
Silicone Devices

B Silicans inllatable breast prosihesis.

W Silicone gelfiled breas! prosthesis.

W Tegticular progthesis, slicane get
lifled.

# Silicene geiflec chin prasthesis,

M Siicone geldited angel chik rellux
vahva.

implanted, but the FDA said that
happened less than half the time.
Even then, the cards weren't

that helpful. They didn't have the

patient’s address, Heney said. i
The company in the meantime
has spent more than $2 millias
trying to find patients.
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Governmental Umts Confront Doctrme on Statutes of antatlons

By Daniel B, Moskowitz

rdinary folks have only a set
period of time to bring a dam-
age suif, typically two or
three years, but madlum fempus
oceurrit regi—"time does not run
againat the king*
That relatively obscure legal doc-
‘trine lately has been at the heart of
a lot of cowt wrangling about twa
of the most explosive safety issues
of the day. The maral Huge
ammmt.s of money can ride on Jegal

It's seudmg everyone back to
,their law books and leaving even
the judges confused about what the
doctrine really means. The basic
concept it simple: Statutes of limita-
tons cannot be imposed on the
sovereign when he is bringing a suit
'in his official capacity.

The rule in Britain never applied
to suits filed by the king as an
individual, and today does not apply
ta the government when it sues
merely as a private party, rather
than as the vindicator of public
rights.

The gavernmental unit is asked

to point to an “obligation mposed
by law” that is belng enforced by
the tardy suit. The problem comes
in applying thase principles. The old
rille 3sn’t alive in evary jurisdiction,
but it is in Pennsylvania,..

In 1987, jfor instance, a state
court allowed the . Philadeiphia
school district to recover damages
stemming from defective_electrical
equipment, even though undec ordi-
mary standards it had. waited too
Jong.to bring the suit, .

The defendants. argued that in
buying the equipment for its
schools, the district was acting just
like any other customer, not exer-
dsing sovereign powers. But the
court reasoned that the state re-
quired that safety standards be
maintained in schools, so the suit
was really carrying out a govern-
mental function.

In recent months, the viability of
the mullum lempues doctrine has
been at the heart of claims for

paints and. asb:stos-contammg fire-
praafing materials.

In the paint case, the city of

Philadelphia and its housing authori-
ty in 1990 sved paint manufactur-

An obscure legal
docirine has been af
the heart of removing
asbestos and
lead-based paint.

ers on hehalf of not just themselves
but all cities in the country with a
population or more than 100,000

The suit claims that the paint com-
panies intentionally misled customers
about the safety of their product, and
asks for repayment of the entire cost
of removing lead-based paints from alt
wmunicipal buildings,

But, the defendants point out, the
dangers of lead-based paints were
lmown long before 1999: Philadelphia
itself in 1966 banned paints with a
lead content of more than 1 percent
in dwellings occupied by children, and
Congress in the 1970s passed a series

of bills imposing stricter and stricter
controls on lead paints until in 1975 it
defined a5 “dangerous™ paint in which
the lead content was more than six
parts in 10,000.

No matter which date is taken as
the point at which the city shoold
have known it had a problem on its
hand, the statute of [Limitatiohs

would have run out long before:

1990. Last August, Judge James }.
Giles of the U.S. District Court in
Philadelphia said that the wait
didn’t matter. He applied the sul-
Hem tempus docirine, based on fed-
eral legislation requiring all public
housing authorities. to test far lead-
based paint and take actions to
abate any dangers they find. -

In Januayy, a Pennsylvania Supe-

tior Court in another suit -told -

school officials.they did not have to
worty about the statute of limita-
tions in their suit against W.R.
Grace & Co,, the supplier of asbes-
tos~containing material to a Mount
Lebanon schooldigtrict,

A jury had found Grace had no
liability, but the higher court said
there should be a new trial because
the jury should never have been

told to consider the issue of wheth-
er the schoal district waited too

" long in bringing its court action.

One reason far the Superior
Court’s decision was the earlier rul-
ing by Giles in the lead paint case.
However, Giles didn't know about
the state court decision, and be
eight days later decided that he had
been wrong in August. His January
revision: the housing authority can
still enjoy sullum lempus but the
doctrine doesn’t apply to-the city
itself in the lead paint case.

The city, Giles now believes,
sras—as the defendants. have al-
ways argued—acting just like any
other buyer of paint and therefore
has to play by the same litigation
rules as an ordinary consumer,

That's not the end of the conflict.

Philadelphia now is going back to
Giles courtroom to ask him to re-
consider his ruling yet agaim, given
the fact that a state appellate court
bas endorsed his earber reading of
the law, and that federal courts in
such matters are supposed to be
following state law,

Moskowits writes about leyal !mds
and their impact on business.

X
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Dow Corning Accused of Withholding Silicone Data

By Dang Priest
Washiagion Peet Sl Writer

‘When the Food and Drug Administration was
mviewing potential bealth risks of ailicane hreast
implants in 1988, it asked the largest manufac-
turer of the devices—Dow Corming Corp.—to
provide data from long-term toxicity tests and
studies in which silicone was injected or im-
planted in animals,

The company submitted 35 studies, but with-
held dozens more containing relevant informa-
tion for 23 long as two years, according to an
a.nalysla of Dow Corning records by Public Cit-
izen’s Health Research Group, a consumer group
that advocates a ban on silicone implapts.

Among the documents the company failed to
provide, the group said, were 27 studies in which
animals suffered negative effects from silicone,
including birth defects, nervous system problems
and death.

Public Citizen analyzed the documents Dlow
Corning originally ‘gave the government in
repense to the 1988 FDA request, compared
with documents the company had in its posses-
sion at the time of the 1988 request but did not
submit untit 1991 or 1992,

Corning spok Barbaca Carmichael
said yesterday the company is attempting to verify
Public Citizen’s allegations but that it appears
many af the studies citedwere-not*submitted-in
1989 because the FDA agreed to redefine and
narrow the definition of the studies it wanted.
Some of the tests, she said, appear to involve
types of silicone that would not be used in humans.

The FDA is investigating Dow Corning in con-
nection with its admission that some implant
quality-control records were falsified, said Car-
michael. Dow Corning withdrew from the sili-
cone implant market in March, but continues to
supply gel to one implant manufacturer.

In carly 1989, Dow Corning sent the FDA the

results of 35 relevant studies, In a premarket;
approval application in July 1991, it submitted 21
other studies conducted before it got the 1988
request, according to Public Citizen. In Decem-!
ber 1891, FDA—having [earned of the existence’
of still other studies from a lawsait by an implant
wearer—requcsted further documents. Dow
then identified six tests it had completed by the
fall of 1988, the group said, and gave them to the

~FDAInFebruary-1992

Among the studies Public Citizen cited as rmt
submltted in 1989 were a 1978 study of the short- -
and long-term effects of silicone on rabbits that
produced an inflamumatory reaponse in some of the
animals. The results “prectude further human clin-
ical use of the gel” by direct injection, the report’

id,

Kessler, Public Citizen asked that the agency seek
criminal prosecution of the company for filing in«
complete data. The FDA declined to comment.  §

sad,
In a letfer to FDA Commissioner David A.J
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Ne « push for doctors 1o resort adverse drug reacti.ns

By Charles Cuthane
AMN CORRESPONDENT

WASHINGTOMN — The 1).5. Food
and Drug Administration is preparing
1o unveil a new, streamlined program
10 encourage physicians and others 1o
view reporting of secious adverse reac-
tions to drugs or medical devices as a
professional duty.

Meanwhile, the AMA’s Council on
Ethical and Judicial Affairs has pre-
pared a detailed informatonal report
declaring that physicians bave a profes-
sional obligation to report such adverse
reactions.

The AMA’s House of Delegates is
scheduled to consider the report at its
Annual Meeting next month.

AMA approval “would be an enor-
mous thing for this agency,” said FDA
Commissioner David Kessler, MD, “If

the AMA House of Delegates goes I
alopg with this, then it's not just the [

[FDA’s] MedWatch program, Then

people will say this really should be |

part of the practice of medicine.

“The health professionals who use
the products are absolutely indispens-
able 10 us in collecting information
about the product after it is on the
market,” Dr, Kessler said,

In 1990, veluntary reporting of ad-
verse reactions to various FDA-regulal-
ed products resulted in 38 product re-
calls, he noted.

Dr. Kessler plans to announce the
program officially at a oneday meeting
June 3 in Rockville, Md., where AMA
Executive Vice President James S.
Todd, MD, is scheduled 1o speak about
the critical role of physicians. Other
speakers will include represeniatives of
the American Society of Hospital Phar-
macists, American Nurses Assn.,
American Dental Assn, and Pharma-
ceutical Manufacturers Assn,

The FDA has designed the Med-
Watch program to simplify the report-
ing process, improve the quality of re-
porting and clarify that the agency
steks reports only on serious adverse
reactions, said Stewart L. Nightingale,
MD, associate FD'A commissioner for
health affairs,

“Qur hope is that reporling serious &

adverse evenis will hecome embedded
into the culiure of physicians” profes-

sional practice,” Dr. Mightingale said.

Alihough new drugs and devices un-
dergo exlensive issting, these premar-
keting studies cannot guarantee prod-
uct safety, the AMA report noted, Such
studies rarely involve more than 3,000
patients and seldom last more than
three years. Uncommon side effects,
delayed effects or consequences of
long-term use would not be observable
before marketing, the report said.

Furthermore, patient populations in-
volved in clinical 1rials often do not
include key groups such as the elderly,
adolescents, women, people with com-
plex diseases or those taking other
medications.

Reperis by physicians frequently
have uncovered problems with new
drugs, the AMA said. Among the ad-
verse reactions that physicians have
identified are pseudomembranous coli-
tis associaled with lincomycin; flank
pain syndrome associated with supro-
fen; and, most recently, serious reac-
tions lo temafloxacin, which resulied
in voluntary recall of the medication.
Adverse evenl reports lead 1o changes
in labeling in up 10 haif of all new
chemical compounds, the AMA said.

Current reporting practices are roal-
ed in & system the AMA established in
the 19505 to register cases of drug-in-
duced blood dyscrasias. The FDA &s-
tablished its own reporting sysiem scv-
eral years later,

By the eary 1960s, both the AMA
and FDA had expanded their sysiems
ta inthude all adverse drug reactions.
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The AMA focused on reports from
physicians and smaller hospitals, while
the FDA collected most of its informa-
tion from larger hospitals, universities
and government, The AMA dissolved
its system in 1970,

The FDA published a drafi version
of its new reporting form last February
in the Federal Register. It consolidaies
and replaces five existing forms, which
the agency will retire within six months
after introducing the new form.

The MedWaich program sesks re-
ports on serious adverse evenis that
resull in death, life-threatening disabil-
ity, brief or prolonged episodes of hos-
pitalization, or inlervention by health
professionals to prevent permanent

FDA Approval
Shields Firms
In Injury Suits

By EnWAHD FELSENTHAL
And Lzx BERTON
Staff Reporters of THE WaALL STREET JOURMNAL
A U.S, appeals court ruled that regula-
tory mpproval of some medical devices
largely shields the products’ makers from
lawsults seeking damages for Injuries to
Lsers.
The First U.8. Circuit Court of Appeals
i Boston said approval of the devices by
the Food and Drug
Administration
bars more aggres-
sive state regula-
tion or lawsuits
based on state law
for claims such as
negligence, breach
of warranty and
fraud.
"This case 15
-4 probably the single
. " most important case to the medical-device
Industry in American history," said Peter
Huli, & Washington lawyer and [ormer
general counsel of the FDA, Mr. Huil's
law firm, Covington & Burllhg, represents
the Health Indusiry Menufaciurers Assocl-
ation, which filed a friend-of-the-court
brief in ihe case. Mr. Huit said the decision
gives manufacturers “2 single national
control system for our most important
me-satvins pharmacentical-dype prod-
ucts.'
Although the case specifically applies
0 only one device and becomes law only in
the four-state region covered by the Boston

LEGAL BEAT

court, lewyers said other courts may -

choose 0 adopt the courl's reasoning in
<ases imvolving an array of products, like
heart valves for exampte. If so, the deci-
sion would sharply curtail suits by plain-
tilfs who allege that devices they used
were negligently designed or that the
manufacturer failed to adequately warn
about side-effects and ather heaith risks,
the lawyers said. The declsion doesn't
appty to drugs, which are regulaled by a
dilferent set of federal laws.

In the First Circult case, the plalntift,
Jane King, sued Collagen Corp., of Palo
Altg, Calif., nlleging she developed an
autoimmune disease after using Zyderm, a
Collagen cosmetic device that is injected
under the skin to correct wrinkles and

£ Piease Turn o Page 816, Column [

damage from occurring.

The draft form urges healih profes-
sionals 10 report adverse reactions even
if they are uncertain whether 2 specific
product caused the event or they don't
have full details. The form also urges
providers to report any concerns about
the quality, performance or safety of a
medication or device, Such problems
might consist of suspected contamina-
tion, defective components, poor pack-
aging or paor labeling, the agency said.

The AMA joined with the FDA last
vear in surveying physician attitudes
loward reporting of adverse evenis,
said Donald R. Bennett, MD, PhD, di-
rector of the AMA’s office of drugs and
1oxicolagy. The two have been working

1ogether on the new program for the
past year.

* think it's important 10 note that
96% of the physicians felt it is a physi-
cian’s responsibility to do that kind of
reporting,” Dr, Bennett said at a mest-
ing with Dr, Kessler and other FDA
officials here.

The survey found several barriers to
physician reporting, however; uncer-
1ainty about an adverse event’s cause;
lack of knowledge about how to file a
report, concerns about legal liability;
and reluctance 1o accept more adminis-
trative burdens.

An FDA attoroey said that preserv-
ing reporters’ confidentiality would be
a priority of the new plan.

LAW

FDA Approval of Medical Device
Is Ruled a Shield From Lawsuits

Continzed From Poge &1
skin deformities. In her lawsult, Ms.
King made a vazlety of allegations, includ-
ing claims that Zyderm, which is still on
the market, was negligently designed and
mapulactured, thet it is “iNreasonably
dangetruags {0 users,” and that its
wasn't adequately labeled
the devim'g rlskg 1o wasn users of

But the 2ppeals court threw out those =
clairps._saymg they were precluded by t~~
FDA's initial approval of the product
1531 a::d by the agency's “extensive reg
]au_on of Zyderm. The approval proces
the; court said, "is designed to provide
‘reagonable assurance of . . . safely an
elfectiveness’ for medical devices whic
are loo dangerous or unknown io permi
less reguiation.”

Ms, King wilt appeal the decision to the
U.S. Supren]e Court, sald Susan Allinger.
;n attorney in Houston who represents Ms)

AVISHNHL TYNHNOr LIIUIS TIVM THL 018

Other lower courts have precluded
state-law elalms against manutaciurers of]
medical devices. But the First Circuit's
declsion is.zpparently the fIrst by a tederal
uppeals court io specifically bar such
claims against the group of medical de-
vices that the FDa classifies as requiring
grealer scrutiny to ensure safe use, In
addition {0 Zyderm, nther examples of this
Lyfieof device include heart valves and lens
implants for cataract treatments.

In recent years, the FDA's approval

process as been eritlcized as lax, particw
larly fallowing allegations Lhat the agency
dmr_l‘t sufficiently scrulinize several com- ~
panies' breast-implant products, Now
some legal speciatists worry that, by pro-
tecting manufacturers from liability, the
Flrst Cireuit declsion may make the comr-
panies lass vigilant aboul making sure
their devices are safe. Lawyers said it is =2
unclear whether breast implants would fall -
under' the scope of the decislon because
they were put on the market before the
regulatory law {or medical devices took
effect. The implants heve since been
blaced under the same classification of
devices such as Zyderm.
-+ "IPsfrightening to think thal lomorrow
i€ you were hurt by a medical device, you
cpn't do anything about it because 12 gr 15
years ago the FDA looked at it and satd it's
fine,” Ms. Aflinger said.

In a concurring opinion, one of the
three judges who heard the appeal wrote
that in establishing the FDA approval
process, Congress intended o encourage
dg\relppment of medical devices and to
permit them to be marketed without delsy.
“Perfectlon is impossible,” the |
wrole, “and a few Individuals may be
dertied [ull protection at the eost of benafit-
Ing the resi.”

Lawyers said the case's broad S<ope
leaves apen only a narrow windaw for suits
against manufacturers of such devices,
possibly allowing claims that involve cer
tain types of fraud or violations of EXPIess
watranties, Ms. Allinger, however, said
she believes the case rutes ou claims that
the menwfaciurer fraudutently withbeld
Information from the FDA. Federal law
Ft;errems plaintéfts from suing the FDA

ell.

AUVONYT
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made against accounting firms In other,
cases, few have 50 [er been successtul, Buts
an out-oi-court seitlement of $15 million ofg
a RICO charge in 1988 against defuncty
Laventhol & Horwath, lormezly the nlnth
biggesi accounting firra, helped lead 1o théd
Hrm's collapse.
. {In re: Crozy Eddie Securitles Litipn
tion, U8, DistHe! Court, Bastern District
of Mo Vark, g7 OV I8 . e

A
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Lilly, woman reach
settlement on DES

The New York Times

NEW YORK — Had she held

out just a little longer, Margaret
Perrotte might be $8.5 million
richer, But for Mrs. Perrotte.
Thursday was still a dav ta cele-
 brate.

In a court case that had iis
roots in actions taken 29 years
"ago. Mrs. Perrotte’s lawyer
agreed Thursday to accept an
estimated $4.25 million in dam-
. ages for the cancer and infertil-
ity Mrs.” Perrotte suffered be-
cause her mother took the
pregnancy drug diethyistilbes-
trol. or DES.

Moments later. jurors in the
case said they had been pre-

pared to award the 28-year-old

woman from upstate New York
512.75 million.

Nevertheless, Mrs. Perrotte
said she and her husband were
“thrilled by the scttlement so we
can put can iry to put this all
behind us.™

The settlement with [ndiana-
polis-based Eli Lilly & Co. was
sealed in State Supreme Court in
Manhattan but disclosed by law-
vers familiar-with the case. Ex-
perts in such cases said it was
by far the largest award ever in
a DES court suit.

The secttlement. reached
while the jury was still deliberat-
ing. also was said te have includ-
ed 85300.000 te the woman's
husband — the first time. ex-
perts said. that a DES spouse
was so rewarded and more than
any previous award to a DE3S
victim,

It was also the first settle-
ment in New York state since
the Legislature approved a law
in 1986 that effectively extended
the statute of limitations so that
plaintiffs alleging DES damages
could still have their day in court
vears later.

DES. which was manulac-
tured by many drug companies.
was withdrawn in the late 1970s
after it was shown that the chil-
dren of mothers who took it suf-
fered from cancer, infertility and
birth defects.

Mrs. Perrotte. and her hus-
band. Edward. of Candor, N.Y..

.tearfully embraced outside the

third-floor courtrgom moments

after Benjamin., who was han-

dling his first big DES case.
reached a settlement with the
lawyers from Brown & Wood.
who were representing Lilly. the

“last drug company that had re-

mained in the case.

Initially, the six-member jury
had reached a partial verdict on
Wednesday. awarding Mrs. Per-
rotte §2 million and her hus-
band $500.000 for pain and suf-
fering they shared since she was
struck with cancer that de-

‘stroved her reproductive argans.

But there was some confusion
over whether the jury also meant
to award Mrs. Perrotte an addi-
tional $10 million. a figure. ju-
rors said later. that was calculat-
ed to give her $200.000 a year
for the next 51 years. or a nor-
mal lifespan.

After the jury was sent back
lo continue its deliberations on
Thursday by Justice Harold Baer
Jr.. the lawyers for Lilly and for
Mrs. Perotte reached a settle-
ment that was said to be about
$4.25 million.

Several jurors who were in-
terviewed afterward said that if
they had been asked to reach a
verdict they would have awarded
the couple a total of $12.75 mil-
lion. a figure that does not In-
clude any money they might
have awarded later in punitive
damages.

One juror, Mary Ann Long.
said she felt there was a "'strong
pessipility™ that Mrs. Perr mtes
cancer “wouid strike again.”

*This poor woman will never
be able to have a baby aof her
own.” she said.

Betty Peterson. a Lilly spokes-
man, said the companv would
continue to “vigorously defend

its position” against DES dam-
age suits.
Nora Cody. executive director

of DES Action. a DES plaintiff's
organization in Qakland. Calif.,
said. “We're thrilled with the
settlement.”” which she de-
scribed as the largest ever in
either a verdict or out-of-court
scttlement.
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$12.2-Million <ﬂ&oﬁ._%mm5mﬁ Lilly in DES Casg

- fuclured DES, Lilly had about 75% of* the!

-® Litigation: da.?.Q.m decision may prompt-other drug E....__Sa to sctile
about 1,000 suits over the anti-miscarriage diug . .

FromRewters - [} 7_

NEW YORK - Compariica could be spucred Lo
settle about 1,000 suils over anti-miscarrtage

drug DES after a$12.2-miilion verdicl this weck

againal El Lilly & Ca., the lLiggest ever
stermming [ the once-popular medicalion,
lawyers said Friday.

A New York slate court jury Wednesday
sided with Margaret Perrolte, whose cancer and
infertility were linked to the [act that her
mother took dielhylsiiltestral, known az DIZS.
The drug wag taken by millions of wornen Irom
1947 15 1971 to prevent miscacriages.

Not oaly #as thig the largest verdict ina DES
case, it also marked the first lime & DES spouse
was awarded damages. Perrotte’a husband, Ed,
wan $550,000 in addition to the $122 million
awarded Lo his wifc. . ’

As the jury was aboul (o reconyene Thursday
to determine if puaitive damages should also be
awarded, the Lwo sides seted the case ‘The

court ruled thel terms of the setticiment were
be kept confidential.

"“This sends a message o Lilly and other
manufaclurers that the hundreds of tascs now
pending should be settel,” said Aaron Levine,
who heads a large group of personal injury
lawyers whe have pooled resources to bandle
DES cazes. ]

“This shows that DES liigation ix alive and
well and (hal their poanufaclurera’] defenscs
are a8 weak ast they bave always been,” gaid

1evine, a Washinglon Jawyer.

Dul Rette Pclerson, a spokeswoman [or
Indianapolis-tascd Lilly, said the company
disagreed with e vendict and main Lains Lhat iL
acled responsibly in the development and

marketimg of DES. She said Lilty will continue.

to “vigarously defend iLs posiion.”

Che said ilie partiez in the Perrolic rase
decided to-settle Lo avoid the risks of further
litigation. Lilly most Likely would have waged a
long legal battle by sppealing the verdict

Although a number df drug companies manu-

narket. The dnig, which hay beén Tinkerd o
vaginal and other Lypes of cancers i the:
daughters of worien who.took il, wan lakén gff'
the roorket in the Jate 1970a. by g
Lawyers cslimale Lhat there are about 1000
DES cages pending pationwide, with - Lilly
pamecd in GO0 of them, - - o 0}
Levine zaid about a dozcn DES cases have’
gone to trial, with plaintilfs winning half. [le
said the last big vendict was $1.2 million in 1980
Lawyers believe that Lilly has also geltied a
Jarge number of sults costng the ‘eampany
millions of dollars, bul specifics are unavailable
because Lilly insists on confidentialily. .
H has becn hand for plajoliffs to win DES
cases because there is a long period of time
between Lhe dale when the mother lock the

drupr and when the daughter dincovered the

injuries. It i3 alsa dillicult o deleriine wlrich
drug, company mada the DES thal the mother
ingested. : ]
Levine said that, at first, personal injury
lawyers had been “outclymed” by Lilly’s litiga-
Lion resources. 13ut now thalt morc thin 40
plaintiffy’ ‘lawyers are sgharing evidence ahd
wilnesses, he predicted {urther suceenses.
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% Continued from Page 1
study linked DES to cancer in
daughters of women who took
the drug.

More than 300 companies
manufactured the product while
it was on the market. Hundreds
of DES lawsuits have been filed
— Lilly Is a defendant in about
600 of them — and in many
cases it is not possible to tell
which firm's product was used.

However. the plaintiffs’ attor-
ney in the case settled Thursday
was able to show that Lilly's
version was used because the
dactor for the woman's mother
wrote a generic prescription. At
the time — 1961 — Lilly bad a
contract with distributors that
ensured that generic DES pre-
scriptions would be filled with
_the Lilly product. said the attor-

ney, Ronald Benjamin.

This was the first case in
which the husband of the victim
also was awarded damages, Ben-
jamin said.

The lawsuit was filed in Bing-
hamton in 1989 by Margaret
Perrotte. 29. and her husband,
Ed. after she was diagnosed with
vaginal cancer. She underwent a
radical hysterectomy and partial
vaginectomy.

Lilly spokeswoman Bette Pe-
terson said Friday that officials
of the Indianapolis drug compa-
ny ''strongly disagree” with the
verdict.

*To avoid the risks inherent
in further litigation, both parties
have reached a mutual settle-
ment and have agreed to dismiss
this case. The company believes
that it acted responsibly in the
development and marketing of
DES. and we will continue to
vigorously defend that pesition.”
Peterson said.

Before Thursday, the largest

DES jury award occurred in Ph11-
adelphia in 1986. The award of

$1.2 million was against Squibb

Corp.. said Washing[on. D.C., at-
torney Aaron Levine. He heads
the ‘American Trial Lawyers As-
sociation’s DES Litigation Group. |

Maost of the lawsuits have
been settled before the cases
reached trial. he said,

The most recent DES verdict
against Lilly was 10 years agdo
and was for $400.000, Levme
said.

The Perrotte case "certamly
tells Lilly what a New York jury
feels is the value of DES can-

cer.”” said Levine.
1 hoepe this sets a prece-:
dent,” said Sybil Shainwald. a

New York attorney who handles
DES cases.
tween DES and clear-cell adeno-
carcinoma (malignant tumars) of
the vagina is so strong that Eli
Lilly shouid settle these cases
with these young women.™

“The relationship be-

L:][} won a case on the DES

same quarter

issue in federal court in Milwau-
kee in 1937, and wen another
case in 1990 when the jury ruled
the plaintiff's mother had nct
taken DES. said Peterson.

A 1986 New York state law !
revitalized DES lawsuits that .
otherwise could not have been ;
pursued because of statute of
limitations restrictions.

Lilly's stock plunged $3.75 a .
share Fnda} ta $73.75. indica- -
tive of investor disappointment
with the company's sales picture
as weil as the DES lawsuit.

The sell-off of Lilly shares
was a combination of the two
events. said Rita Freedman. a
pharmaceutical industry analyst
at Provident Bank in Philadel-
phia, Some Wail Street analysts
changed their recommendations
from neutral to “sell” or avoid™
Friday morning.

Lilly reported Thursday after-
noen that third-quarter sales in-
creased just 5 percent over the
last year.
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‘New York Case May Spur DES Settlements

. - NEW YORK (Reuter) — Companies
+could be spurred to settle some 1,000
isuits over the anti-miscarriage drug
i DES following a $12.2 million verdict
! last week against Eli Lilly & Co., the
! biggest ever stemming from the once
. popular medication, lawyers say.

' . A New York state court jury Wednes-

_day sided with Margaret Perrotte,
whose cancer and infertility were linked
to the fact that her mother took
diethylstilbestrol, known as DES. The
drug was taken by millions of women
between 1947 and 1971 to prevent
miscartiages.

Not only was this the largest verdict
in a DES case, but it also marked the
first time a DES spouse was awarded

« damages. Perrotte’s husband, Ed, won
$530,000 in addition to the $12.2 million
. awarded to his wife.

As the jury was about to reconvene

Thursday to determine whether punitive

. damages should also be awarded, the

. two sides settled the case. The court

¢ ruled that terms of the settlement were
. 10 be kept confidential.

“This sends a message to Lilly and

other manufacturers that the hundreds
of cases now pending should be settled,” :

said Aaron Levine, who heads a large

group of personal injury lawyers who |
have pooled resources to handle DES

cases. " This shows that DES litigation is |
alive and well and that their (manufac- |

turers’) defenses are as weak as they,

Washington lawyer.

Bette Peterson, a spokeswoman for
Indianapolis-based Lilly, said the com-
pany disagreed with the verdict and
maintaing that it acted responsibly in the
development and marketing of DES.

- have always been,”- said Levine, a'

She said Lilly ‘will continue to “vigor-

ously defend its position.”
She said the parties in the Perrotte

case decided to setile to avoid the rsks’
of further litigation. Lillv most likely

would have waged a long legal bartle by
appealing the verdict.

Although a number of drug compa-
nies manufactured DES, Lilly had about
73% of the market. The drug. which has
been linked to cancers in the daughters
of women who took it, was taken off the
market in the late 1970s. -
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Lilly settles DES suit

as big award loomed

By ERIC B. SCHOCH
_ STAR STAFF WRITER

Eli Lilly and Co. has settled a lawsuit over the
controversial drug DES, avolding what could have
been the largest jury award in 20 years of litiga-
tion over the drug.

Terms of the settlement with a New York
couple were confidential, but the amount was
reported to be $4.5 million.

A jury in Binghamton. MN.Y.. already had decid-
-ed In favor of the couple and was preparing ta
-award damages. a multistep process in New York.
»when the setllement was reached Thursday.
: The New Yerk Times quoted jurors as saying
-they were prepared to award the couple
$12.75 million. Lilly said the jurors' award was
52.75 million. ;

DES — diethylstilbestral — once was widely
prescribed to prevent miscarriages. It was with-
drawn [rom the market in 1971 after a research

8¢ LILLY Page 10 =
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Special
Report:
: Drug

Can Drug Firms

= Be Trusted?

Yes, usually, but a spate of fraud allegatidns shows
that the testing process needs reform

By CHRISTINE GORMAN

ven to a nation grown accus-
tomed to multibillion-deliar
business frauds, the allegations
are shocking, A Scottish psychia-
trist has charged Upjohn of Kalamazoo,
Mich., with falsifying scientific evidence
regarding the safety of the sleeping pill
Halcion (annual worldwide sales: $240
million). The accusation has prompted a
federal investigation. Dow Corning
Wright of Acrlington, Tenn., stands ac-

cused of failing to report that its silicone-
gel breast implants werc associated with
severe side effects—including the devel-
opment of autoimmunc disorders like
riieumatoid arthritis and Jupus. That prod-
uct and similar implants made by other
manufacturers have been placed in [ mil-
lion to 2 million American women. If fraud
has occurred, the cost cannot be compared
with chicanery in other industrics, for at
stake is more thun the customers’ invest-
ment. It is their health and, in some cases,
their very lives.

TIME, FEBRUARY 10, 1992

The charges of fraud have struck an in-
dustry alrcady reeling from allegations of
deception, greed and insuflicient atten-
tion to their products’ safety. The Food
and Drug Administration is currently in-
vestigating an alleged cover-up by HofF-
mann-La Roche of the lethal effects of its
liquid anesthetic Versed, which has been
tinked to 40 deaths {rom respiratory fail-
ure, And while fraud has not been alleged
against Pfizer, the New York City-based
company will set aside $500 million for
problems arising from one of its now dis-
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continued artificial heart valves, which ex-
hibit a somelimes fatal tendency to crack
inside the body.

Meanwhile, El Lilly is battling several
lawsuits that claim, on the basis of scant cv-
idence, that the antidepressant Prozac can
cause extreme agitation, suicidal tenden-
cics and cven an impulse to murder.,

A critical social contract between man-
ufacturers, regulators and the public
seems to be unraveling. *'I just don’t trust
the drug companies as much as I once did,”
says New York City real cstate agent Peggy
Mathews. “Halcion and silicone implants
stand out like beacons, puttingus allon the
alert.” She has reason to worry, says Dr.
Sidney Wolfe, a consumer activist who
heads Public Citizen's Health Research
Group. “The heart of the
problem is the dangerous
amount of control the industry
has over testing. Hundreds of
people have been killed and
thousands injured because
data have been falsified.”

Is Wolfe just crying wolf?
Or has a pervasive corrup-
tion—which the rpA secems |
powerless to stop—spread |
throughout the pharmaceuti- E
cal and medical-device indus-
tries? Upjohn and Dow Cor-
ning strenuously deny any
wrongdoing. They point out,
rightly, that only a small pro-
portion of consumecrs rcport
problems with their products,
and that it is naive to expect
perfection in so large and
complex a business. In the
U.S. alone, there are 3,000
types of drugs on the market
and more than 1.5 billion pre-
scriptions written every year.
A small number of incidents
with a handful of drugs is hard-
ly an indictment of the entire
system.

In addition, say some drug-
industry experts, the system has a built-in
incentive for companies to be honest
about their products’ quality. “The nega-
tive fallout of dangerous drugs is much
worse in many cases than not getting the
drug approved to begin with,” says Dr,
Kenneth Kaitin, assistant director of the
Center for the Study of Drug Develop-
ment at Tufts University. *If a drug has to
be pulled from the market, it’s very bad for
public relations, financially and in every
pussible way. It just docsn't make sensc
that they would intentionally conceal real
problems.”

That kind of thinking had been the ba-
sis for a relationship of trust between the
medical-products industry and the FDA.
Historically, the agency has counted on the
pharmaceutical firms, when they apply for
approval of a new drug or device, to carry
out the necessary testing themselves and to

STATUS
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do it honestly. Though agency panels scru-
tinize the results of industry research, they
rarely demand the raw data, relying in-
stead on the analyses and conclusions
drawn by the company. The FDA simply
does not have the personnel or the budget
to do all the research itself—nor would it
be practical for it to doso. “That road feads
to madness,” says Dr. Jere Goyan, dean of
the school of pharmacy at the University
of California, San Francisco, and former
head of the FpA. The Fpa isdesigned to act
as a brake, not a developer.

But relying on drug marketers to ana-
lyze rescarch data has serious drawbacks.
Raw data are often ambiguous; the medi-
cinevial can be half empty or half full. Con-
sidering that it can take an investment of
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$200 million and 10 years to bring a drug
from the lab bench to the pharmacy, man-
ufacturers have a powerful incentive to
look on the bright side, particularly when
problems turn up late in the game after
millions have been expended. “They defi-
nitely have rose-colored glasses,” admits
Robert Temple, chief of the Fpa’s office of
drug evaluation.

Still, the system mostly scems to work.
Last year the government carried out 203
random inspections of clinical investiga-
tors and discovered just eight studies that
were significantly flawed. (Offending re-
searchers can be permanently barred from
submitting any drug tests to the Foa.) The
low rate of skulduggery has remained con-
stant since 1962, which helps explain why
there has historically been a “gentlemanly
working relationship between the Fa and
industry,” says Dr. Norman Anderson, a

professor at the Johns Hopkins University
School of Medicine who has served on nu-
merous science advisory panels for the
FDA.

The silicone breast-implant scandal
may, however, change that relationship.
Anderson’s own trust in the system was
shattered on Dec. 12, when he sat down
and read scores of Dow Corning docu-
ments, including 17 internal memos dating
as far back as the mid-1970s, about sili-
cone-gel breast implants. The information
surfaced during a liability suit in Michigan.
When he finished, Anderson wrote and
hand-delivered both the documents and
an urgent letter to the FDA demanding that
all such implants be promptly removed
from the marketplace. “This appeal is not
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made lightly,” Anderson wrote. He noted
that Dow Corning officials had assured an
FDa review panel, of which Anderson was
amember, that the company had disclosed
all relevant information on implants. “I am
now in possession of unprotected court
documents which indicate this was not
true.” Anderson’s conclusion: the memos
leave “little doubt of [Dow Corning’s] mis-
representation of the facts.”

The resulting furor rattled the Fpa like
no scandal since the thalidomide scare of
the early 1960s. Following Anderson’s ap-
peal, the agency declared a moratorium on
all silicone-gel implants, pending further
review. “It’s the ultimate case as to why
you need a strong agency,” says FpA Com-
missioner David Kessler. Now, says
Kessler, “the honor system is out the win-
dow.” He promises that companies will be
subject to intensive audits in which investi-

TIME, FEBRUARY [0, 1992
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gators will scrutinize how data are ana-
lyzed and presented by the manufacturers.
Says he: “People have to know that we
have the will and resolve to deal with those
who have crossed the line,”

Brave words from a bureaucrat with
limited power. Aithough thc FDA is ¢n-
trusted with guaraniecing the safety of all
medical drugs and devices in the U.S,, it is
poorly arined for the job. For example, un-
like almost every other federal agency, the
FoaA lacks the legal clout to subpocna a
company’s internal records if a problem is
suspected, Congress woke
up to the problem last fall,
at Kessler’s prodding, and
introduced a bill that
would have enabled the
agency to seize corporate
documents. The threat of
a presidential veto halted
the measure, though the
new revelations about
Halcion and breast im-
plantsseem likely to revive
the initiative.

The drugs scandals of
the '90s are prompting
other calls for heightened
regulation. One proposal,
currently making its way
through Congress, would
give the FpA commission-
er emergency powers (o
pull any drug from the
market. Al present, about
all he can do is jawbone a
recalcitrant company into
withdrawing a dangerous
product. “It’s easier for
the Consumer Producis
Safety Division to recall a
toaster than for the com-
missioner of the Fpa to recall a dangerous
drug,” grouses a Capitol Hill staff mem-
ber. Even so, the measure is strenuously
opposed by both the Pharmaceutical Man-
ufacturers Association and the Whitc
House, which sees it as burdensome regu-
lation.

Would-be reformers are also pushing
the FpA to adopt a more strenuous review
of drugs after they have been approved for
marketing. Such postapproval monitoring
is already being tricd in Canada, Britain
and Sweden, where officials can tap into
data from a national health-care system.
The reasoning behind the push is quite
straightforward. Clinical trials typically in-
clude a few thousand people and can
therefore pick up only the most obvious
and prevalent side cffects, Once a drug en-
ters the market, hundreds of thousands or
even millions of people start using it, often
for sustained periods of time—when more
subtle or long-term risks may come to
light. Such was the case with “beta-blocker
blues,” a syndrome of fatigue and mild de-

pression sometimes associated with regu-
lar use of a popular category of heart drugs
called beta blockers. The syndrome went
undetected in clinical trials.

Currently the Fpa relies on spontane-
ous reporting of postmarketing problems
by physicians who prescribe the drugs
or manufacturers who may receive
complaints from doctors. It is a seriously
flawed system, says Joe Graedon, author
of several consumer-oricnted books about
prescription drugs. First, says Graedon, if
a patient has a problem—say an upsct

&4The honor system is out the window . . . We
have the will and resolve to deal with those

who have crossed the line .7y
—FDA CHIEF KESSLER

stomach or itching skin—he or she may
not make the connection to a drug or med-
ical device. Second, even if the patient
does make the link, the doctor may dismiss
it. Third, a physician simply may not take
the time {o report a suspicious problem to
the FDA or drug manufacturer. “It means
extra lime, extra paperwork, and therc is
always the [ear of litigation.” Graedon be-
lieves the Fpa should contract with large
medical groups—major Hmos, for in-
stance—to keep data bases on adverse
reactions.

The Bush Administration might even
be persuaded to go along with this extra
rcgulatory step. For several years now, it
has been pressuring the FDA to stream-
line its approval process. Agency offi-
cials have been reluctant, and the recent
scandals have proved them right. But
streamlining approval may make more
sense if postapproval surveillance is
beefed up.

Drug companics arc marshaling their
forces to oppose increased government

oversight, Those that stand accused arc
also conducting somewhat belated coun-
teroffensives to limit the legal damage and
repair their frayed reputations. Dow Cor-
ning, which has been widely criticized for
reacting insensitively to the implant deba-
cle, announced that it has retained former
Attorney General Griffin Bell to lead an
independent investigation into its devel-
opment and marketing of implants. The
company has also agreed to make public
90 additional documents and to cnsure
that it provides accurate information to
the thousands of women
calling the company for
advice,

Upjohn is meanwhile
reassuring physicians
that reported problems
with Halcion occur only
at high doses and if the
drug is taken for long
periods of time. At the
FDA's request, Upjohn
revised the drug’s pack-
age insert to warn pa-
ticnts not to cxtend its
use beyond 10 days with-
out consulting their phy-
sician. Last week the firm
filed a libel suit against its
Scottish accuser, Dr. Ian
Oswald, and the British
Broadcasting Corpora-
tion for televising allega-
tions of fraud, Upjohn is
also actively appealing
the British Department
of Health's decision last
fall to ban Halcion.

The negative publici-
ty has affected the whole
industry, prompting sev-
cral companics to curry favor with the
public. Last month Brisiol-Myers Squibb
announced that it will donate 17 different
brands of blood pressure— and cholester-
ol-lowering drugs for use by patients
whose doctors will certify that they have
no insurance or other means of paying. In
addilion, Bristol Myers, Syntex and Merck
have announced that they will provide
12.5% price rebates on drugs dispenscd in
federally financed public health programs
for the poor.

All the goodwill gestures in the world
scem ualikely to deflect the growing move-
ment toward further government regula-
tions of the pharmaccutical industry. Ex-
perts caution, however, that hastily written
rules, even if they are produced with the
best of intentions, can backfire. The Or-
phan Drug Act, for instance, was passed in
1983 1o encourage the development of
drugs for rare discases. The law provides
an cxtra economic incentive, in the form of
a seven-year monopoly, to companies that
markect products for maladies that afflict |
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fewer than 200,000 people. Though it has
done some good, it has also been widely
blamed for the outrageous prices of certain
medications, including aerosolized penta-
midine for AIDs patients, and for allowing
some companies to make a killing when an
“orphan drug” has turned out to be useful
fot a common disease, Congress is working
on revising the measure.

Special
Report:

Despite such regulatory pitfalls, the
time is ripe for putting some teeth into the
FDA. A profit-driven system cannot be so
dependent on trust, particularly when
lives hang in the balance. Doctors and
their paticnts also bear some responsibil-
ity for using drugs wisely. “AH drugs have
risk,” observes physician-activist Wolfe.
“Maost of the {ime the benefits outweigh

Lawyers to the Rescue

Drug
Safety

By MICHAEL D. LEMONICK

he news about the dangers of silicone

implants may have struck terror into
the hearts of thousands of women, but for
many trial lawyers it represents a bonanza.
More than 1,000 implant-related lawsuits
have already been filed by women who
claim they were disfigured or debilitated
by the devices. And the reve-
lation that manufacturers
may have knowingly buricd
facts about the dangers is
causing the numbers to sky-
rocket. Some attorncys have
cven set up toll-free num-
bers to handle—and encour-
age—the surge.

The most aggressive of
them advertise in newspa-
pers, on billboards and even
on TV with come-ons such
as “Has your breast-implant
surgery gone wrong? We
can help.” Doctors find this
alarming. “They're scaring
the hell out of the women
who have had these things

Legal action helps keep drug companies honest,
butit's a crazy way to regulate an industry

The fear of lawsuits also forces drug
companies to be honest. “I will sue people
so that 1 can protect women,” says Con-
necticut attorney Karen Koskoff. An im-
plant recipient herself, KoskofT co-chairs
the implant litigation group at the Associ-
ation of Trial Lawyers of America (ATLA).

Of course, forces other than altruism
may be at work. Attorneys usually work on
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the risks, But there is abysmal ignorance
on the part of the public about side ef-
fects.” In a culture that has long been ad-
dicted to the quick fix, a healthy respect
for the power of the pill—negative as well
as positive—may prove to be the best
medicine of ail. —Reported by Mary Cronin
and Andrew Purvis/New York and Dick
Thompson/Washington

plains Frank Woodside, a doctor and at-
torney for Dow Corning Wright, “don’t
always have qualifications, and prey upon
the sympathy of the jurors.”

Last fall, for instance, despite ambigu-
ous evidence, a jury ordered Mcrrell Dow
to pay a Texas couple $33.8 million; they
claimed the antinausea drug Bendectin
had maimed their child in the womb. And
patients around the country are lining up
to suc Eli Lilly, alleging that the anti-
depressant Prozac induces violent
thoughts—despite FpA findings to the
contraty. In some cases, companies decide
to settle out of court rather than take their
chances with jurics. Upjohn, for exampic,
paid an undisclosed sum to a woman who
claimed the drug Halcion had driven her
to commit murder. Most doctors believe
the allegation is absurd.

Nor is truth served by the publicity and
lobbying battles between medical socict-
ies and legal organizations. ATLA holds
conventions twice a year to discuss sirate-
gics in breast-implant suits, and issues
ATLA alerts to warn the public about
drugs and medical products it considers
dangerous. Such announcements are sup-
posedly issued as a public service, though
the lawyers clearly have an interest

about Breast Implants

e
! Learn the Facts and Your Rights

Yerllp & Luvenlwrg

in the matter.
Doctors arc just as organized
and just us eager to get their version
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putin,” complains Dr. Mark
Gorney, medical director of
the Doctors’ Co., a large
malpractice insurcr. “Any
woman with an implant who
has a twinge in her shoulder
says, ‘Oh, my God, Fm going
to die.”” Many attorneys

New York attorneys Arthur
Luxenberg, left, and Perry
Weitz see no problem with
their recent decision to
advertise in newspapers.
Says Luxenberg: “Women
are delighted that they have
someplace to tum.”
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of the facts across. The plastic
surgcons’ sociely plans to spend
about $500,000 over the next year
to “tell the other side of the breast-
implant story.” The socicty has
even formed a political-action com-
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also worry about the appear-
ance of a feeding frenzy.

Alas, massive lawsuits and ambulance-
chasing lawyers have become a major part
of America's beleaguered system for regu-
lating medical products. To be fair, legal
action is not only a valuable recourse for
patients who have becn harmed; it can
also expose problems overlooked by regu-
lators. 1t was lawsuits in Michigan and
California—and aggressive reporting by
newspapers—that revealed Dow Corning
Wright's internal memos concerning the
risks of silicone-gel implants.

mittcc—Plastyrac—with a war
chest of $120,000 to lobby and re-
ward policymakers who help keep
implants on the market,

a contingency fee, collecting nothing if the
action fails but pocketing at least 30% of
the proceeds if the defendants pay up.
The three judgments so far in implant
cases have ranged from $4.5 million to
$7.3 million. Cases settled out of court can
bring $500,000 to $750,000.

For all the virtues of the judicial sys-
tem, the courtroom is not the best place to
work out scientific truths. Lawyers pursu-
ing drug-liability suits often depend on a
small cadre of “expert witnesses” to help
make their case. These hired guns, com-

No one can arguc against com-
pensating the victims of dangerous prod-
ucts. But a system based on political influ-
ence and courtroom scicnce is just as
dangerous as drug firms that hide test
data. Inappropriate awards and public re-
lations battles drive up the cost of prod-
ucts and can make companies think twice
about bringing to market new, potentially
lifesaving drugs. The best way to assure
safety is through a more rigorous and in-
dependent approval process rather than
scattershot lawsuits once the damage is
done. —Reported by Andrew Purvis/New York
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