
DESCRIPTION: PRENATE ESSENTIAL™ is a prescription prenatal/postnatal multivitamin/ 

mineral/ essential fatty acid softgel. Each softgel is blue-green in color, opaque, and 

imprinted with “Prenate” on one side.

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 B
12

 is deficient. Folic acid in doses above 1 mg daily may obscure pernicious anemia in that hematologic remission 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 # 59630-419-30

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]

For inquiries call 1-800-849-9707 extension 1454.
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Manufactured by:

Catalent Pharma Solutions, Swindon, UK

Made in the United Kingdom

Manufactured for:

Vitamin C 85 mg 142% 142%

Vitamin D
3

 200 IU 50% 50%

Vitamin E 10 IU 33% 33%

Vitamin B
6

 25 mg 1250% 1000%

Folate 1 mg 250% 125%

(L-methylfolate as Metafolin 600 mcg) 

(folic acid, USP 400mcg)

Vitamin B
12

 12 mcg 200% 150%

Biotin 250 mcg 83% 83%

Calcium 140 mg 14% 11% 

  (calcium carbonate)

Iron (ferrous fumarate)          28 mg 156% 156%

Iodine (potassium iodide)     150 mcg 100% 100%

Magnesium                            45 mg 11% 10% 

  (magnesium oxide)

Docosahexaenoic Acid (DHA)  300 mg         †                        †

Eicosapentaenoic Acid (EPA)  40 mg            †                        †

  (from 340 mg omega-3 fatty acids from fish oil)

INDICATIONS: PRENATE ESSENTIAL is a multivitamin/mineral/essential fatty acid nutritional supplement indicated for use in 

improving the nutritional status of women throughout pregnancy and in the postnatal period for both lactating and non-lactating 

mothers. PRENATE ESSENTIAL can also be beneficial in improving the nutritional status of women prior to conception.

CONTRAINDICATIONS: PRENATE ESSENTIAL 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 International 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 predisposition 

to bleeding.
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Other Ingredients: fish oil, gelatin, hydrogenated vegetable oil, glycerin, sorbitol, beeswax, 

soy lecithin, titanium dioxide, vanillin, FD&C blue No. 1, propylene glycol, hypromellose.
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Shoulder Dystocia Protocol Reduces Injuries

B Y  S U S A N  L O N D O N

FROM THE ANNUAL MEETING OF 

THE SOCIETY FOR MATERNAL-FETAL

MEDICINE

SAN FRANCISCO – A simple,
standardized protocol for managing
shoulder dystocia, called Code D,
reduced the incidence of obstetric
brachial plexus injury, according to a
study reported at the meeting. 

Investigators retrospectively assessed
the impact of the protocol – which entails
mobilization of experienced staff, a hands-
off pause for assessment, and varied
maneuvers – in a cohort of nearly 12,000
vaginal deliveries. 

Study results showed that with use of
the protocol, the rate of obstetric
brachial plexus injury (Erb’s palsy)
among cases of shoulder dystocia fell by
nearly three-fourths, from 40% before
the protocol’s implementation to 14% af-
terward.

“A standardized and simple protocol to
manage shoulder dystocia appears to
reduce the risk of Erb’s palsy,” said lead
investigator Dr. Steven R. Inglis. 

“We were unable to tell which part of
the protocol really was helping us,” he
added, so further research is needed to
determine the responsible components
and maneuvers.

Rates of both shoulder dystocia and

brachial plexus injury appear to be on the
rise, in part because of increasing mater-
nal obesity and diabetes, as well as
increasing fetal macrosomia, according to
Dr. Inglis, chairman of the department of
ob.gyn. at the Jamaica (N.Y.) Hospital
Medical Center. 

These complications not only can be
associated with long-term morbidity, but
also account for a substantial share of

obstetricians’ liability payouts, according
to Dr. Inglis. 

Many strategies for managing shoul-
der dystocia have been introduced, but
few of them have been studied to assess
their impact on important neonatal
outcomes, he said.

Dr. Inglis and his colleagues deter-
mined the rate of brachial plexus injury
at Jamaica Hospital Medical Center before

and after implemen-
tation of the Code D
shoulder dystocia
protocol. The proto-
col emphasized a
stepwise team
approach to manage-
ment, conducted in a
calm and relaxed
environment.

Code D training
was provided to all

labor and delivery staff including attend-
ing and resident physicians, midwives,
and nurses. “I don’t think anybody else
has really included nurses,” he com-
mented. “I think they were a key part of
it.”

Training included didactic presenta-
tions followed by hands-on practice with
a manikin. “Everybody had to go
through shoulder dystocia once or twice

and get it done right according to our
protocol,” Dr. Inglis explained.

When the staff diagnosed dystocia
(tight or difficult shoulders, or the so-
called turtle sign requiring additional
maneuvers to achieve delivery), they
activated the Code D protocol, which
summoned to the room the most expe-
rienced available obstetrician, and also
an anesthesiologist, a neonatologist, and
a nurse. 

Staff were taught, first, to assess – us-
ing a hands-off pause during which there
was no maternal pushing, application of
fundal pressure, or head traction – the ori-
entation of the infant’s back and shoul-
ders, and to announce it to the delivery
team. 

This hands-off period lasted just a few
seconds, according to Dr. Inglis. “You
basically want to stop, take a deep
breath, collect yourself, make sure you
are following the protocol, and then go
on.”

Staff then began one of several
maneuvers performed in an order of their
choice, including rotating the shoulders to
the oblique position, changing maternal
position, implementing the corkscrew
maneuver, and delivering the posterior
arm. 

The rate of obstetric brachial plexus injury fell by

nearly three-fourths in this study. 

Major Finding: The rate of obstetric brachial plexus
injury in cases of shoulder dystocia fell from 40%
before implementation of the Code D protocol to
14% afterward (P less than .01).

Data Source: A retrospective cohort study of 11,862
vaginal deliveries of singleton, live born infants.

Disclosures: Dr. Inglis did not report any relevant
financial disclosures.
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Please see Brief Summary of Prescribing Information on adjacent page.

Help her look forward to lighter days.

LYSTEDATM (tranexamic acid) tablets are indicated for the treatment of cyclic heavy menstrual bleeding. Prior to prescribing LYSTEDA, exclude 
endometrial pathology that can be associated with heavy menstrual bleeding.

Important Safety Information 
LYSTEDA is contraindicated in women with active thromboembolic disease or a history or intrinsic risk of thrombosis or thromboembolism,  
including retinal vein or artery occlusion; or known hypersensitivity to tranexamic acid.

The risk of thrombotic and thromboembolic events may increase further when hormonal contraceptives are administered with LYSTEDA,  
especially in women who are obese or smoke cigarettes. Women using hormonal contraception should use LYSTEDA only if there is a strong 
medical need and the benefit of treatment will outweigh the potential increased risk of a thrombotic event. Do not use LYSTEDA in women  
who are taking more than the approved dose of a hormonal contraceptive.

Concomitant use of LYSTEDA with Factor IX complex concentrates, anti-inhibitor coagulant concentrates or all-trans retinoic acid (oral 
tretinoin) may increase risk of thrombosis. Visual or ocular adverse effects may occur with LYSTEDA. Immediately discontinue use if visual 
or ocular symptoms occur. In case of severe allergic reaction, discontinue LYSTEDA and seek immediate medical attention. Cerebral edema 
and cerebral infarction may be caused by use of LYSTEDA in women with subarachnoid hemorrhage. Ligneous conjunctivitis has been  
reported in patients taking tranexamic acid.

The most common adverse reactions in clinical trials (≥5%, and more frequent in LYSTEDA subjects compared to placebo subjects)  
were: headache, sinus and nasal symptoms, back pain, abdominal pain, musculoskeletal pain, joint pain, 
muscle cramps, migraine, anemia, and fatigue.

LYSTEDA has not been studied in adolescents under age 18 with heavy menstrual bleeding.

Help her look forward 
to lighter days

•   Significant reduction in menstrual blood loss (MBL) by 38% 

(vs 12% for placebo) in a 6-cycle study

•   Consistent reduction in MBL across all cycles studied

     —Reduced MBL as early as the first menstrual cycle

•   Dosed only during menstruation, for up to 5 days
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Unintended Pregnancies Carry Big Price Tag

T
axpayers spend more than $11
billion each year as a result of un-
intended pregnancies, according

to new data from two separate studies. 
The estimates are based on public in-

surance costs for pregnancies and infant
care in the first year. Researchers from
the Guttmacher Institute used state-lev-
el data from 2006 to come up with a na-
tional estimate of $11.1 billion in public
spending on unintended pregnancies. In
a separate study, researchers at the
Brookings Institution came up with their
figures by using 2001 national data on
publicly financed unintended pregnan-
cies, resulting in average spending of
$11.3 billion annually. Both studies were
published in the June issue of Perspec-
tives on Sexual and Reproductive Health. 

Researchers from the Guttmacher In-

stitute found that public programs such
as Medicaid and the Children’s Health In-
surance Program bear the brunt of the
nation’s costs for unintended pregnancies
(Perspect. Sex. Reprod. Health
2011;43:94-102 [doi:10.1363/4309411]).
While 38% of U.S. births result from un-
intended pregnancies, births from unin-
tended pregnancies make up about half
of publicly funded births. But reducing
unintended pregnancies also will require

major new public investments, the
Guttmacher researchers wrote, including
increasing access to family planning ser-
vices and comprehensive sex education.
The Affordable Care Act may help, too,
they said, by expanding insurance cov-
erage and giving new authority to states
to expand Medicaid eligibility for family
planning services. 

While preventing unintended preg-
nancies would require an up-front in-

vestment, the researchers at the Brook-
ings Institution said it would be more
than offset by potential savings. They
estimated that if unintended pregnancies
could be prevented altogether, with
some being delayed until the women
were ready to be pregnant, it could save
taxpayers about $5.6 billion annually
(Perspect. Sex. Reprod. Health 2011;
43:88-93 [doi: 10.1363/4308811]).

–Mary Ellen Schneider

“Each should last no longer than 30
seconds, and you could go back to a
maneuver if it didn’t work the first time,”
Dr. Inglis said. Suprapubic pressure also
could be used.

To assess the impact of the Code D
protocol, the investigators retrospective-
ly reviewed medical records for mothers
and their singleton, live born, nonbreech
infants delivered vaginally between
August 2003 and December 2009. Analy-
ses were based on 6,269 deliveries in the
pretraining period before September
2006, and 5,593 deliveries in the post-
training period. 

Study results showed that the rate of
shoulder dystocia did not differ signifi-
cantly between periods: This complica-
tion occurred in 83 or 1.32% of deliv-
eries in the former period, and in 75 or
1.34% of deliveries in the latter period.
However, the percentage of cases of
shoulder dystocia that resulted in
brachial plexus injury was 40% in the
pretraining period, compared with just
14% in the posttraining period.

Among the cases of shoulder dysto-
cia, those in the pretraining period had
a higher maternal body mass index (33.4
vs. 30.3 kg/m2) and infant birth weight
(3,825 g vs. 3643 g), both of which are
potential confounders, Dr. Inglis noted.

But in a logistic regression analysis, use
of the shoulder dystocia protocol was still
associated with a reduced risk of obstetric
brachial plexus injury. 

The interval between delivery of the
infant’s head and body in cases of shoul-
der dystocia was longer in the posttrain-
ing period than in the pretraining period
(2.0 minutes vs. 1.5 minutes). 

“We wanted everyone to go slowly, so
we were actually happy to see that the
head-body interval went up,” comment-
ed Dr. Inglis. “That certainly didn’t seem
to worsen the risk of Erb’s palsy.” 

Study results also showed that staff
were more likely to use the Rubin
maneuver and posterior arm delivery in
the posttraining vs. pretraining period,
and were less likely to use the McRoberts
maneuver. ■
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