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Early Data Suggest Adalimumab Safe in Pregnancy
B Y  M I T C H E L  L . Z O L E R

Philadelphia Bureau

B E R L I N —  Treatment of pregnant
women with the biologic immunomod-
ulator adalimumab did not appear to ad-
versely affect the fetuses or pregnancies
in preliminary data from a prospective
study that currently includes 23 exposed
pregnancies.

“The findings do not suggest an in-
creased risk for adverse pregnancy out-

comes with exposure to adalimumab ear-
ly in pregnancy,” although additional data
from more pregnancies exposed to the
drug are needed, Diana L. Johnson said at
the 14th United European Gastroen-
terology Week. 

Adalimumab (Humira) is a fully human
antibody to tumor necrosis factor
(TNF)–α, which gives it a mechanism of
action that’s similar to other biologic
TNF-α inhibitors including etanercept
(Enbrel), infliximab (Remicade), and cer-

tolizumab (Cimzia). To date, there is no
evidence that the use of these drugs dur-
ing pregnancy leads to malformations,
spontaneous abortions, or prematurity,
said Ms. Johnson, a toxicologist and study
manager at the University of California,
San Diego. 

However, only limited data are available
so far for all of these exposures.

The analysis of data from women who
were treated with adalimumab during
pregnancy comes from a larger study of

autoimmune diseases in pregnancy that
has been developed by the Organization
of Teratology Information Specialists
(OTIS). 

The OTIS group is a network of uni-
versity-based pregnancy-risk counseling
services in North America.

The centerpiece of the autoimmune
disease study is a prospective cohort
study of women with rheumatoid arthri-
tis who are being treated with an anti-
TNF drug.

In addition, pregnant women who
have similar drug exposures for other au-
toimmune diseases, such as psoriatic
arthritis, ankylosing spondylitis, psoria-

sis, or Crohn’s
disease, are en-
rolled in a reg-
istry.

The OTIS
study so far has
data on the
birth outcomes
of 23 women
who were treat-
ed with adali-
mumab early in
p r e g n a n c y.
Twelve of the
women are in
the prospective

cohort, and 11 are in the registry.
These women have had a total of 21 live

births and two spontaneous abortions, re-
ported Ms. Johnson at the meeting, which
was sponsored by the United European
Gastroenterology Federation. 

Twenty of the deliveries were term,
and the single premature birth involved an
infant with congenital hip dysplasia.

Women who are diagnosed with severe
Crohn’s disease and are on a successful
anti-TNF regimen are usually advised to
continue their medication if they become
pregnant, although the pros and cons of
ongoing treatment are discussed with
them, commented Dr. Pia Munkholm, a
gastroenterologist at Herlev Hospital in
Copenhagen. 

“There is an incentive to keep these pa-
tients in remission,” she said.

OTIS receives funding from eight phar-
maceutical companies, as well as from
other organizations. ■

Women with
severe Crohn’s
disease who are
on a successful
anti-TNF regimen
are usually
advised to
continue their
medication if they
become pregnant.
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Periodontal DiseaseRaises Preterm RiskB Y  B E T S Y  B AT E SLos Angeles  Bureau
U N I V E R S A L C I T Y,  C A L I F.  —
Every prepregnancy consultation
should include a recommenda-
tion for a full periodontal exam-
ination, and patients should be
monitored throughout pregnan-
cy for signs of periodontal dis-
ease, Todd Hartsfield, D.D.S.,
recommended.Evidence compiled from many

studies suggests that maternal
periodontal disease may be re-
sponsible for 18% of preterm,
low-birth-weight deliveries, he
said at a meeting of the Obstet-
rical and Gynecological Assem-
bly of Southern California.Moreover, research suggests

that in patients with periodonti-
tis during the second trimester,
deep instrumental cleaning,
known among dentists as scaling
and root planing, may substan-
tially lower the risk of preterm
delivery.

Many of the studies detailing
periodontal risk have appeared
in dental journals that obstetri-
cians never see, said Dr. Harts-
field, director of the Dental Clin-
ical and Prevention Support
Center of the Inter Tribal Coun-
cil of Arizona in Phoenix.“I’d like to see more interplay

between our professions,” Dr.
Hartsfield said during a special
lecture at the meeting.“The dentist and dental hy-

gienist should be a part of the
health team that is involved in
caring for expectant mothers.”

He recommended several pa-
tient brochures offered by the
American Dental Association, in-
cluding “Women and Gum Dis-
ease,” “What is Scaling and Root
Planing?” and “Gum Disease:
The Warning Signs.”Dr. Hartsfield also suggested

joint meetings of local dental and
ob.gyn. societies, and sessions in
which dentists and dental hy-
gienists could teach ob.gyn. nurs-
es and practitioners to conduct
“quick look” oral screenings dur-
ing each routine prenatal visit.
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Periodontitis may cause 18% of preterm, low-birth-weight

deliveries; treatment in the second trimester may lower that risk.
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Medical Care Spending Outstrips Inflation

Note: Based on Consumer Price Index (CPI) data from the Bureau of

Labor Statistics.Source: Centers for Disease Control and Prevention
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B Y  R O B E R T  F I N NSan Francisco Bureau
R E N O,  N E V.  — T herapy with
1 7α - hyd r ox y p r og e s t e r o n e
caproate to prevent recurrent
preterm birth is associated with
an overall prolongation of preg-
nancy, especially in women with
a prior spontaneous birth before
34 weeks’ gestation, Catherine
Y. Spong, M.D., reported.Weekly injections of 17α-hy-

droxyprogesterone caproate
(17P) was associated with an av-
erage pregnancy prolongation
of 1.5 weeks in women whose
earliest prior preterm birth was

before 34 weeks’ gestation, she
said at the annual meeting of
the Society for Maternal-Fetal
Medicine.

Women whose earliest prior
preterm birth was between 34
and 37 weeks’ gestation exhibit-
ed a trend toward a statistically
significant prolongation of ges-
tation, but this did not reach sta-
tistical significance, according to
Dr. Spong of the National Insti-
tute of Child Health and Human
Development, Bethesda, Md.The study involved a sec-

ondary analysis of a double-
masked, placebo-controlled trial

Largest increase seen after fourth delivery. 

Maternal MorbidityRises Sharply WithRepeat Cesareans

17P: Best for Prior PretermBirths Before 34 Weeks 

B Y  R O B E R T  F I N NSan Francisco Bureau
R E N O ,  N E V.  —  Maternal
morbidity increases significantly
with each subsequent cesarean
delivery, according to a large
prospective cohort study report-
ed by Robert M. Silver, M.D., at
the annual meeting of the Soci-
ety for Maternal-Fetal Medicine.

Moreover, morbidity rates
show a particularly large in-
crease with the fourth and sub-
sequent cesarean deliveries, ac-
cording to the study, which was
based on data from the Maternal
Fetal Medicine Units (MFMU)
Network, created by the Na-
tional Institute of Child Health
and Human Development. 

The central conclusion of this
study is that “the number of in-
tended pregnancies should be fac-
tored into consideration of pri-
mary elective cesarean delivery
or attempted vaginal birth after
cesarean,” said Dr. Silver of the
University of Utah, Salt Lake
City.

In addition, the study suggests
that physicians should give seri-
ous thought to a trial of labor in
women who are candidates for a
first cesarean delivery and who
are planning to have several chil-
dren.

Of the 378,168 births followed
prospectively by the 14 tertiary
care centers in the MFMU Net-
work, there was a total of 57,068See Morbidity page 5

See 17P page 5

Favorable 5-Year

Results for UAE

B Y  H E I D I  S P L E T E  

Senior Writer

B E T H E S D A ,  M D.  —  Follow-

up data for women who under-

went uterine artery emboliza-

tion for the treatment of

fibroids show that 73% still re-

ported improved symptoms 5

years later. 

Treatment failure was defined

as hysterectomy, myomectomy,

repeated embolization or failure

of symptom control for two fol-

low-up intervals. A total of 20% of

182 patients who completed 5-

year follow-up had failed treat-

ment or had fibroid recurrence. 

In this group, 25 had under-

gone hysterectomies, 6 had un-

dergone myomectomies, and 3

had undergone repeat emboliza-

tions. None of the hysterectomies

were performed due to compli-

cations of embolization, and at

least four were due to a condition

other than recurrent fibroids. 

“The women most likely to go

on to subsequent intervention

were those with single, very large

fibroids,” James Spies, M.D., the

lead investigator, said in an inter-

view. On the other hand, women

with large numbers of smaller fi-

broids were less likely to fail.

The initial cohort included 200

women: 95% completed follow-

up at 1 year, 80% at 2 years, 91%

at 3 years, 89% at four years, and

91% at 5 years. 

Three patients died during the

5-year follow-up—two from un-

related cancer and one from

heart disease.

Dr. Spies, who is professor of

radiology at Georgetown Uni-

versity, Washington, and his as-

sociates presented data on the 5-

year follow-up in a poster

presentation at an international

congress on uterine leiomyoma

research sponsored by the Na-

tional Institutes of Health. 

Dr. Spies and his colleagues

also presented a poster on 1-year

follow-up data on 1,701 women

of the 3,166 who initially regis-

tered with the Fibroid Registry

for Outcomes Data (FIBROID). 
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At left, fibroids are shown before UAE. At right, normal branches

(white arrows) and uterine arteries (black) are open after UAE.

See UAE page 4

Complaints of Improper 

Disclosure Have Declined

Note: Based on a 1993 survey of 1,000 adults and a 2005 nationwide survey of 1,012 adults.

Sources: Louis Harris and Associates (1993), Harris Interactive (2005)
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B Y  J OY C E  F R I E D E N  

Associate  Editor,  Practice  Trends 

B E T H E S D A ,  M D .  —  N ight

sweats, hot flashes, vaginal dry-

ness, and sleep disturbances ap-

pear to be connected to the on-

set of menopause, but other

midlife symptoms—such as

mood disorders, urinary inconti-

nence, and somatic complaints—

may not be, according to a con-

sensus statement issued by a

federal advisory panel.

“We reviewed the evidence for

[about 10] symptoms often stat-

ed as happening at time of

menopause and possibly due to

menopause .. . and we pruned

the list,” said panelist Lois M.

Verbrugge, Ph.D., research pro-

fessor and senior research scien-

tist at the University of Michi-

gan’s Institute of Gerontology in

Ann Arbor.

Dr. Verbrugge and her col-

leagues on the 12-member panel

drafted a consensus statement at

a conference on management of

menopause-related symptoms

sponsored by the National Insti-

tutes of Health. 

The panel also looked at the

available evidence on treatment

of menopause symptoms and de-

Fill rate was 94.7% following 2-year decline. 

2005 Match Day:

Ob.Gyn. Makes

Slight Recovery

Consensus Panel Cautious

On Menopause Treatment

B Y  J E N N I F E R  S I LV E R M A N

Associate  Editor,  Practice  Trends

M
ore graduating seniors

from U.S. medical

schools were drawn to

residency programs in obstetrics-

gynecology this year, reversing a

decline seen for several years. 

Statistics released by the Na-

tional Resident Matching Pro-

gram show that 772 U.S. seniors

matched to ob.gyn. residencies—

representing a gain of 29 posi-

tions and an increase in the fill

rate for U.S. seniors from 65% last

year to 67.5% this year.

“This definitely reflects a slight

recovery. We’re excited about the

improvement,” Leah A. Kaufman

M.D., chair of the Junior Fellows

College Advisory Council with

the American College of Obste-

tricians and Gynecologists

(ACOG), told this newspaper.

Overall, the specialty offered

1,144 positions—2 more than last

year—and filled 1,083 positions, a

gain of 17 more residents than

last year. The fill rate for ob.gyn.

residencies was 94.7% this year.

This was reassuring news to a

profession that had experienced a

consecutive two-year drop in the

number of U.S. seniors matching

to its residency positions. After

filling 850 positions with U.S. se-

niors in 2002 ( 74.7% of positions

offered), only 786 U.S. seniors

matched with the specialty in

2003 (68.3% of positions offered).

See Match Day page 2

See Menopause page 6
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