
DESCRIPTION: PRENATE DHATM is a prescription prenatal/
postnatal multivitamin/mineral/essential fatty acid softgel. Each 
softgel is blue-green in color, opaque, and imprinted with “Pre-
nate DHA” on one side.

Each softgel contains
Vitamin C (ascorbic acid)...........................................85 mg
Vitamin D3 (cholecalciferol) ...................................... 200 IU
Vitamin E (d-alpha tocopherol)  ..................................10 IU
Vitamin B6 (pyridoxine HCl) .......................................25 mg
Folate ..........................................................................1 mg
 (L-methylfolate as Metafolin® 600 mcg)
 (folic acid USP 400 mcg)
Vitamin B12 (cyanocobalamin) .................................. 12 mcg
Calcium (calcium carbonate) ....................................150 mg
Iron (ferrous fumarate) ...............................................27 mg
Magnesium (magnesium oxide) .................................50 mg
Docosahexaenoic Acid (DHA) ..................................300 mg
 (from 365 mg omega-3 fatty acids)
Calcium Docusate ............................... not more than 50 mg

Other Ingredients: Soy lecithin, beeswax, corn oil, fi sh oil, hydro-
genated vegetable oil, gelatin, sorbitol, glycerin, propylene glycol, 
titanium dioxide, vanillin, FD&C blue No.1, hypromellose.

INDICATIONS:  PRENATE DHA is a multivitamin/mineral/es-
sential fatty acid nutritional supplement indicated for use in improv-
ing the nutritional status of women throughout pregnancy and in 
the postnatal period for both lactating and non-lactating mothers. 
PRENATE DHA can also be benefi cial in improving the nutritional 
status of women prior to conception.

CONTRAINDICATIONS: PRENATE DHA is contraindicated in 
patients with a known hypersensitivity to any of the ingredients.

WARNING: Ingestion of more than 3 grams of omega-3 fatty 
acids (such as DHA) per day has been shown to have potential 
antithrombotic effects, including an increased bleeding time and In-
ternational Normalized Ratio (INR). Administration of omega-3 
fatty acids should be avoided in patients taking anticoagulants 
and in those known to have an inherited or acquired predisposi-
tion to bleeding.

WARNING:  Accidental overdose of iron-containing products 
is a leading cause of fatal poisoning in children under 6. Keep 
this product out of reach of children. In case of accidental 
overdose, call a doctor or poison control center immediately.

PRECAUTIONS:  Folic acid alone is improper therapy in the 
treatment of pernicious anemia and other megaloblastic anemias 
where vitamin B12 is defi cient. Folic acid in doses above 1 mg 
daily may obscure pernicious anemia in that hematologic remis-
sion can occur while neurological manifestations progress.

ADVERSE REACTIONS:  Allergic sensitization has been reported 
following both oral and parenteral administration of folic acid.

DOSAGE AND ADMINISTRATION:  Before, during, and/or 
after pregnancy, one softgel daily or as directed by a physician.

HOW SUPPLIED: Unit-dose packs of 30 softgels
NDC #59630-414-35

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF 
CHILDREN.
Store at 20°-25°C (68°-77°F). Excursions permitted to 15°-
30°C (59°-86°F).
[See USP Controlled Room Temperature] 

Manufactured for:
Sciele Pharma, Inc.
Atlanta, Georgia 30328
Manufactured by:
Catalent Pharma Solutions
Swindon, UK
Made in the United Kingdom
U.S. Patents #5,997,915; #6,254,904; #6,011,040; #6,451,360;
#6,673,381; #6,808,725; #6,441,168
Metafolin® is a registered trademark of Merck KGaA, Germany
For inquiries call 1-800-849-9707 extension 1454.
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While data regarding the re-
productive safety of certain
psychotropics such as se-

lective serotonin reuptake inhibitors
and anti-epileptic drugs have increased
over the last several years, information
regarding attendant risks of fetal ex-
posure to antipsychotics remains
more sparse.

This is particularly true for the new-
er atypical antipsychotics, which are
increasingly being used in women of
reproductive age for a range of psy-
chiatric disorders in ad-
dition to schizophrenia,
including bipolar disor-
der and depression.

It is therefore critical
that clinicians and women
have good information
upon which to base deci-
sions about continuing
treatment during preg-
nancy. There are several
decades’ worth of data
from large studies sup-
porting the reproductive
safety of the typical an-
tipsychotics such as haloperidol or thio-
thixene, but the reproductive safety
data for the atypical antipsychotics are
extremely sparse.

To date, few prospective studies on
atypicals in pregnant women have been
published. In a study comparing preg-
nancy outcomes in 151 subjects ex-
posed to different atypicals—60 to olan-
zapine, 49 to risperidone, 36 to
quetiapine, and 6 to clozapine—with
nonexposed controls, major malfor-
mation rates were not significantly dif-
ferent between the two groups ( J. Clin.
Psychiatry 2005;66:444-9). However,
this is a relatively small sample. (The
other two atypicals available are aripip-
razole and ziprasidone.) 

The other available safety data on
atypical antipsychotics in pregnant
women are derived mainly from case
reports or small case series, which have
not identified an increased risk for ma-
jor malformations. 

Most of the prospectively identified
cases of exposure are to olanzapine
(133), risperidone (over 500), and que-
tiapine (42), with very few to aripipra-
zole and clozapine, and possibly none
to ziprasidone. In March, some of the
first registry data on atypicals were re-
ported at a meeting, from the Aus-
tralian Pregnancy Registry. Among 38
pregnancies exposed to atypical an-
tipsychotics, there were no major mal-
formations.

The association of the atypicals with
weight gain, diabetes, and hypertension
raises another potential safety issue
when these drugs are used during preg-
nancy. Weight gain and adiposity in
pregnant women have also been asso-
ciated with an increased risk of neural-
tube defects, independent of folate sta-
tus (Am. J. Psychiatry 2002;159:136-7).

As is often the case when consider-

ing the use of psychotropics during
pregnancy, the specific clinical ap-
proach depends on when the patient
sees the clinician.

For a patient who presents for eval-
uation before pregnancy on a low dose
of an atypical antipsychotic as an ad-
junct to a mood stabilizer, it may make
sense to switch to an antipsychotic for
which more reproductive safety data
are available, such as perphenazine.
This scenario may not always be feasi-
ble, however, because many patients

present when they are al-
ready pregnant. If they
are well maintained, the
clinician may be under-
standably reluctant to
make changes.

Because of the absence
of indicting data, we have
typically maintained pa-
tients on atypical an-
tipsychotics if they are al-
ready pregnant because
of our concerns about
clinical destabilization.
However, we do recom-

mend close follow-up for safety issues
such as weight gain, diabetes, and hy-
pertension during pregnancy, working
collaboratively with the obstetrician.
Another consideration is that, although
there are no robust data clearly distin-
guishing differences in efficacy, there
are patients who appear to derive par-
ticular benefit from an atypical an-
tipsychotic.

Based on the limited data available,
there does not appear to be a glaring re-
productive safety signal for the atypi-
cals. But given the prevalence of use of
these medicines in psychiatry, we clear-
ly need more quality data on this drug
class, similar to those we have for anti-
depressants and antiepileptic drugs
(AEDs), so that that the atypicals can be
safely integrated into the treatment al-
gorithms used during pregnancy to
treat women across that spectrum of
disease states. 

We are establishing an atypical an-
tipsychotic pregnancy registry at Mass-
achusetts General Hospital that will be
similar to the North American AED
registry. This registry, along with oth-
er global AED registries, has produced
invaluable data on the reproductive
safety of antiepileptics.

We hope that data from registries
and studies on atypical antipsychotics
will be collected in a timely fashion and
will make it possible for women and
their physicians to make more in-
formed decisions about use of this class
of medicines during pregnancy.

DR. COHEN directs the perinatal
psychiatry program at Massachusetts
General Hospital, Boston, which provides
information about pregnancy and mental
health at www.womensmentalhealth.org.
He is a consultant to manufacturers of
atypical antipsychotics.
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Mid-Pregnancy Cervix Length
May Predict Risk of C-Section

B Y  M A RY  A N N  M O O N
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In primiparous women, cervical length at
22-24 weeks’ gestation predicts the need

for emergency cesarean delivery during la-
bor at term, according to a study of data
from more than 27,000 women at hospi-
tals in England. 

A long cervix (40-67 mm) at mid-preg-

nancy was associated with a high risk of
intrapartum cesarean delivery at term be-
cause of failure of labor to progress, and
this risk declined with a decreasing length
of the cervix. 

“We hypothesize that poor progress
during labor at term is determined by the
development of the uterus at much earli-
er stages of pregnancy,” Dr. Gordon C. S.
Smith of Cambridge University (U.K.) and
his associates wrote in the New England
Journal of Medicine.

Animal studies have suggested that
preparation of the uterus for labor begins
at relatively early stages of gestation. 

To explore this issue in humans, Dr.
Smith and his coinvestigators conducted a
secondary analysis of data collected in a
large multicenter study of pregnancy in-
terventions. 

That study, which was conducted at
eight hospitals
in and around
London be-
tween 1998 and
2006, had in-
cluded data
from transvagi-
nal ultrasound
assessment of
cervical length
at a median of
23 weeks’ ges-
tation in 27,472
p r i m i p a r o u s
women. 

A total of
5,542 of the women went on to require ce-
sarean section, almost always because
their labor failed to progress. 

The rate of caesarean delivery was low-
est (16%) among women with a cervical
length in the lowest quartile at mid-preg-
nancy. 

The rate of cesarean delivery rose sig-
nificantly among women in the second
quartile (18%), rose significantly again
among women in the third quartile (22%),
and rose significantly again among
women in the highest quartile (26%) of
cervical length. 

“Rates of cesarean delivery started to
rise at a cervical length of 25 mm and
plateaued at a cervical length of 50 mm,
approximately doubling across the range
of observed values,” Dr. Smith and his
associates reported (N. Engl. J. Med.
2008;358:1346-53).

“Adjustment for a range of characteris-
tics (maternal age, body mass index,
smoking status, race or ethnic group, ges-
tational age at birth, spontaneous or in-
duced labor, birth weight percentile, and
hospital of delivery) slightly attenuated
but did not eliminate the significant as-
sociation between cervical length and risk
of cesarean delivery at term,” the re-
searchers concluded. 

Further study is needed to investigate
the possibility that a long cervix in mid-
pregnancy may signal dysfunctional de-
velopment of the uterus, “which is ulti-
mately manifested in the need for cesarean
delivery at term,” Dr. Smith and his asso-
ciates said. ■

‘Rates of
cesarean delivery
started to rise at
a cervical length
of 25 mm and
plateaued at a
cervical length of
50 mm,’ [almost
doubling the]
observed values.


