W McCALL'S INVESTIGATES

R4

New questions

hen Paula Gorman
hewrd about Mor-
plant—a contracep-
tive that was in-
troduced im 1991 —she
thought it seemed like the
perfect method of birth
control. Since Norplant
i% g hormone-releasing de-
vice thiut's implanted under
the skin, a woman docsn’t
have to bother with taking
pills every day. “Morplant
sounded so much simpler
than oral contraceptives,”
suys Gorman, a 40-year-old
day-care provider wha lives
in Cranston, B.1L “And an
1IUD wasn't an option for
me becmise 1'd hisd one that
had caused an infection.
My docior told me not to
use an [UD again,”
Gorman's gynecologist
imseried Norplamt—six
matchstick-size copaules
mace of Silastic, a form of
silicone—in a fanlike pat-
term beneath the skin of her

i

about the “dream”

contraceptive

The FDA claims it’s reliable and
easy to use. But is it safe?

BY SARAH HEMRY

upper arm, The doclor ex-
plained that the capsules
wiould release o low, contin-
uous dose of the hormone
progestin for five years.
For Gorman, Norplant
dickn"t turn out to be ws trou-
ble-free a2 she had ex-
pected. Soon after il was in-
serted, she sianied having
prolonged menstrual bleed-
ing—a common side effect
that wsually diminishes
over time, said her doctor.

In her case, though, it per-
gisted. Gorman decided o
have the Morpland capsules
removied after three vears—
two vears before the end of
their five-year life span,

But having the conlra-
ceplive taken out wasn't
that simple enther. “1 had
been told by my doctor
that the capsules would be
gasy o remove,” she says,
“The first session ook
ahout theee 1o three-and-a-
half howrs, The capsules
were so embedded 1n scar
tissue that the nurse practi-
tioner who performed the
procedure was able 1o get
only two of them out,”
Gorman remembiers,

Chormiin returned o week
later for another three-hour
procedure, to have the four
remaining capsules re-
moved. 'Fl'li."l'{" are now
three “pretty noticeable™
scars on her arm,

CGorman 1s net the only
oie wha believes she wis
harmed by Norplant. Of the
1 million women in ithe
United States who have
chosen 1o use the contra-
ceptive, thowsands have
turned o altorneys charg-
ing that they have had seri-
ous problems, according to
Chris Parks, of Parker,

Vi

Parks & Rosenthal in Port
Arthur, Tex., who is repre-
senting hundreds of women
im a class-action lawswit
against Norplant's ULS. dis-
tributor, 'yeth-Averst
Lahoratories of 51 Davids,
Pa. (Gorman hersell has
joined a class-action suit
eriginally filed in 1993 in
[lineois, ) The complainis al-
lege not only removal diffi-
culties bul also mfections at
the inserion site and debil-
itating side effects during
MNorplant use—including
severe mensirual bleeding,
migraine headaches, de-
pression, uncontrollable
weight gain and hormonal
imbalunces, There have
also been rare reports of au-
tormmune diseases, strokes
and heart attacks among
WS Using Nury.iml.

In February, Parks filed a
complaint in Beaumont,
Tex., that consolidated
mare than 20 class-action
cases from across the coun-
try into one master class-
action st The suit allepes
that Wyeth “undersiate[d]
and underplav]ed]”™ the
severily of side effects, re-
moval difficulties and sk
sequUent searring.

But the gquestion is: Arne
these allegations justified?
Tleere"s ittle scientific evi-
dence 1o support some of
the more serious claims,
suys Francine Sinofsky,
MDD, an associate profes-
sor of clinical obstetrics
aned gynecalogy at the
Robert Wood Johnson
Medical School in New
Brunswick, M_l., where
Morplant has been available
since trials of the contra-
ceptive hegan there in
1953, In maore thin ten years
of prescribing Norplant,
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Sinofsk ¥ lias sien very fow
serious side effects, “We
haven™t had any major
problems" she reports,

A revolutionary new method
of birth control
When Morplant Tirst hat
Phe msrket, i was holed
ws i dream contrace plive.
Crvce it was implanted, a
waoman could virtwally
forget about i, And while
it isn’1 cheap (ihe cosi is
psarlly abhowt STOH, 1n-
cloding insertion and re-
meval b, s less cxpensive
than five years” worth of

birth-contrel pills

MNorplant is considered
ity be idieal for women who
want 1o postpone child-
bearimg for at least five
vears of who are consider-
ing sterilization bt aren’)
ready 1o make a final de-
cision. Wyeth said Nor-
plamt is “the Tirst truly
i alive meethod of cods
traception available For
AMErican Wommcn in more
than 3 years."

From the start, Wyeth has
pcknowledged that Norplmst
iw rel weithoul ats drawbacks
Iwdeed, i the patient book-
Fet amad Bbselimg informution,
Wyt lists numenous (assi-
ble side effects, ineluding

playing it smart

Berlong you decikie 1o usa
Morplan, falk fo your
pheysician about tha contra-
caplive’s possibla side effacts
in light of your own healih
stabus. Tedl your docior if you
hew 3 higtory of mensiresl
irrauanties, such &5 unai-
plained vaginal leading, o
any other medical problams,
(Momplant should o be wsed
by woamen with cestmn
conddions, such as breasi
cancer pnd e disease ) If
you daic b use Nomsant, b
reduce your risk of side
effects, infactions or remaval
diffaculties, make Sure your
phySician his atlendid
fraining semnars on its
irsertion and removal. (To find
a Irziniad phySacasn, contach
Wyeth-Ayerst Laboratonas,
Morplant's distribuior, at
BO0-934-5556.)

prregn lar menstrel bleeding,
headivchiz, minosea, dizeiness,
neevousness, hreast wender-
ness, enlargement of the
ovaries andfor fallopian
tuhees, weight gain and acne,
The patient bookler also
mienticns that problems can
ogeur during Morplant re-
maowal: “the.. . procedore
sannlly takes 13 w0 20 min-
ules but may lake longer.
IT some of the capsules
are dilfvcult w remove, an
ackdateoasal visit and incision
miy be reguined.”

While the Food and Doig
Administration (FDA) las
received about B 00H) re-
ports of adverse reactions
From MNorplant wsers, most
of them have been related
1o irregular bleading.

Experis aren’i ready 10
write off the possibility
of micre serious side effects,
though, In an article pub-
lished in the April [995
issue of Crhasterrics & Grvre-
cofigy, researchers at the
FI3A reviewed the serions
reactions te Norplant (in-
cluding strokes) reported
between February 1991 amd
Diecember 1993,

Adthough the incidence
af these reactions did not
cxceed the rates expocicd in
the gemeral population, side
effects are ofien underre-

arted, the article moted,

e researchers coneluded
thist Morplamt may be linked
to strokes, pseudoiumoer
corehri fan increase in pres-
sure on the brav causing
headaches, nawsea and
vermiting § and o rare bloosd
desease (thromboetic throm-
hese wlopeni purpural, and
that phivsicians “should in-
Foem patients of the pos-
sthilaty of these occur-
rences,” Wyeth revised the
driag's labeling to include
repodts of ese conditions,

aull, cause and effect
hawe not been proven, Wyeth
spokesperson Andrey Ashiby
sy s: “While these events
cocnermed, o cousal reladion-
ship 1o the Morplant System
is unknown. These conds
tioaes alse occur m women
wha don’t have Morplant.”

According to a prepancd
stmtement, the company
“well continue 1o contest
class actions amnd other liw-

suils." Ashby lubeled the
class-action claims “inap-
propriate” because each
woman's experience with
the contraceptive i "indi-
vidhual,™ Im fact, Ashhy
charges that Morplant—
wsed by 2.5 million womcen
waor ldwicde and tested for
more than 20 years on
S5, 0MI0-plus women in 53
countrics—mhas becm un-
Fanrly vargeted by product-
liability lawvers and sensa-
tional news accounts.

There are lingering
questions about safety
Many critics, on the other
Iand, are glach the word s
limally getmimg out about
Morplant’s possible risks.
The Texas swil, for exam-
ple, acoused the company
of failing to warm that “ihe
silicone wsed in the 'L'ilrl'
sounlies comeld Coose otlver sg-
ricus health risks" (MWyeth
poinis oul that the Form
of silicone in Morplant
Bvos been used For decades
wirldwide in medical prod-
ity sech as leart valves, )
In alsa alleges than Wyeth
filed 1o comduct adeqguate
icsting of the contracep-
tive, postmarketing follow-
up 0l !";l:!rplil.nl usErs, it
training for providers
an the insertion and re-

vl of Morplant,

While most of the wom-
en who are suing say their
sidke et disappeared af-

ier Morplant was removed,
a few maintain their prob-
lems hove continued alter
removil, according o altor-
ney Jewel Kicin, who filed
e Tlineons suan, Bn fact, one
of her clients, Lomi Bishop,
claims that she developed
sy ailments alter she ligal
e chevice taken oul,

Bishop, o 31-vear-old
mithier of two who lives in
Toney, Ala., says that she’s
ex pcm:mtd mod swings,
patnful breasts and weight
gam as g result of an es-
trogen deficiency  that
she blames on Morplant,
singe the drug temporarily
changes the body ‘s hor-
mional balunce,

Whether Norplant can
cause postremoval hor-
monal imbalances 1s un-
known, but it"s well estab-
Tasheid Illiil MO il ||,'|1.'1.'
commplications when the de-
vice is removed. Some
MNorplant providers hlame
these difficalties on prer
insertiom of the device, *We
know that In some cascs
:"'u:ur|'||'.'||il T :liﬂil.:LIlI! L[4 ;_y:l
oul and that 10 can travel
from s original position,
although ihis is 8 very rare
oecurrence,.” noles Angla
Nelson, M.D,, who has
traimed hundreds of doectors
I insert and remove
Morplant, “These problems
olten oecur because the de-
vice has been placed oo
deeply under the skin, [
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UFEEe Women bo go 1o n ex-
perienced Norplant in-
serter,” says Nelson, med-
il direcior of the Women's
Health Care Clinic at the
Harbor UCLA Medicul
Center in Torrance, Calif,
Indeed, Morplant’s pre-
scribing information for
physicians states: “Health-
care professionals  arc
strongly ndvised to be in-
structed in the procedures
before they attempt them.”

The problem, says Cindy
Pearson, program director
of the Natonal Women's
Health Metwork, based
Washington, [.C.. is that
any medical practiitioner
can ohtain Norplant and
offer to do the provedure
“The company could
have restricied the product
to trained providers,” she
sy s, Pearson's not sur-
prised by the complaints
that have surfaced with
Marplant. At FDA hearnngs
in 1989, a network repre-
sentative argued i would
be “premature” tooaniro-
duce Morplam because of
“the back of duta on log-
term safery,” In the "Bis,
Wyeth- Averst conducted
{ives year ¢ limical trials
in the United States involy
ing about §LO00 women.
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However, Pearson's group
l:lrll,:'\:ﬂ,:il (or surveillance of
these women lasting 15
years or more, and for fol-
low-up studies of women
who had participated i ear-
lier climical trials ouiside
the Linited Stutes.

Is the criticlsm desarved?

Somme health-care profes-
sionuls suy Morplant is h._-
ing unjustly accused. 1
don't think Norplamt is for |
everyone—there is no per-

even less likely 1o experi

ence hem, because Naor-
lamt doesnt contain the

r]l_!lrlllllll.l.' CRITagC.

“The trouble s that every-
one u.-hl.:- ||:I.=\. i gicle effiect
while uxing Norplant blames
the device, even though it
could have been a coinci-
denoe—they could have gt
ten than sym piom whether
they were using Norplant of
not,” says Sinofsky. 5he
citlls the fn:qm:nll:c repored
camplaint of mensirual ir-
regularities "o big nuisance,
ot @ hig nisk.™

When asked whether it's
possible for the contracep-
live (o trigger a prolonged
imbalance of hormones,
Melson says, “Absolutely
not.” The active ingredient
in Narplant, progestin, 15
q|_|:-;'kl}' cleared from the
blood, she expluins, and
“routinely there is a rapid
return Eor fertibiny,”

Froan the feedback she s
received from her patients,
Melson believes Morplamt
“works extremely well
and should continue 1o be
on the menu of methods of
contraception avatlable (o
women bl that womsen do
need 1o be thoroughly coun-
siled about side ebfects.

Some women's health or-
ganizations feel the sume
way. “I simply pray that
Morplant will continue (o
be availahle,” says Jane

@® Some argued that
Norplant was put on the
market prematurely. @ ®

fect method of birth con-
trol,” Sinefsky points oul
“Bui | do think it's good,
For a lol of |'I'.|Iil_‘lll!-i il the
best choice because it’s
long-term and reversible,
and doesn’t regquire remem-
hering o use something on
i dmily basis,™

As for the risk of keant
attacks or strokes, Sinolsky
suys that these are highly
unlikely, “"Women on birth-
comrol pills are al low risk
for such problems, bul
women on Norplani are

Johnson, execulive vice
president of the Planned
Parenthood Federation of
America in New York City,
She nives a high degree of
sptisfpetion among Planned
Parenthood clients who
clhioose Norplant, which she
ateributes o eareful cliem
sereening, counseling and

the competency of clim- |

cinns in insertimg and re-
moving Morplant,
Johnson fears that the
pending legal action will
discourage wonen [ram

sglecting Norplant—and
could have a chilling cffect
on the development of
other methods of contra-
ception, The demand for
:""il"l'l"litl'lh wlich was 0w~
ing steadily, has recemily
tapered off, Johnson says.
"There s no guestion about
it—with all of the swen

RIGI0. TIRCNr e WAOINREDN are ooa-
ing in wanting Narplani
taken out,” she suys, echo-
ing the experience ol oth-
ers 10 the health-care field.
s casy Lo lerrily women
about their health.”

There are many Norplant
psers who are salisfied:
Mary Conway is one.
A physician  assistant
(physician assisianis are
trained to perform many of
the same tasks a physician
does), Conway hoas im-
planted the device m
dorens of patients. In 1991
she chose it for hersell, “ I
wis after the hirth of my
voungest child. 1 was in my
avidd =305 and wasn't ready
to make a deciston aboul
whether | was going to have
another baby,” says the
Blackwond, M., mother of
1 “hlended” I:'..llll.il:.' of eight
children. “I needed some-
thing very cifective.”

1 was extremely happy
with it,” spys Conway, now
41, who used Norplam for
fwa years before deciding
tor underge sterilization, As
for the removal, she says,
“I can honestly tell you
["we gollen wWOrse sciars
from shaving my legs, I'm
very frightened of seeing
woimen s oplions limited by
this litigation."”

But women like Gorman
anil I!il-.I‘I-:1|I-. wlo are \.Ilill.k!.
say they don't see them-
selves oy resiricting winn-
en’s choices, 1t's their be-
lief that they were given
a product whose side ef-
fecis were much worse
than they had expecied.
And they 're angry.

Ther primary ohjective,
they claim, is (o profect
oothier women.™ 1 just wani
people to realize whal can
happen with Norplant, ™
says Corman, "1 don't think
any other woman showld
hove 1o o theough what |
went through,' B



