
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.

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, Darmstadt, Germany.
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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.

Atlanta, Georgia USA 30328

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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HPV Vaccine Reduced Abnormal Pap Results
B Y  S H E R RY  B O S C H E R T

FROM THE ANNUAL MEETING OF THE

AMERICAN COLLEGE OF OBSTETRICIANS

AND GYNECOLOGISTS

S A N F R A N C I S C O —  A vaccine for
human papillomavirus decreased the risk
for cytologic abnormalities over a 3-year
period by 56%-68%, compared with
placebo vaccine, a secondary analysis of
data on 17,347 women in a phase III
clinical trial found.

The analysis looked at vaccination
with all three doses of Cervarix, the
atropine sulfate–adjuvanted vaccine for
human papillomavirus types 16 and 18
(HPV-16/18), in 8,665 young, predomi-
nantly sexually active women compared
with a control group of 8,682 women
who got hepatitis A vaccine.

The primary results of the Papilloma
Trial Against Cancer in Young Adults (PA-
TRICIA), reported last year, showed the
vaccine was highly prophylactic against
grade II cervical intraepithelial neoplasia
(CIN2) associated with HPV-16/18 and
against several oncogenic non-vaccine
types of HPV (Lancet 2009;374:301-14).

Dr. Mark G. Martens reported on a sec-
ondary end point built into the PATRI-
CIA trial to assess vaccine efficacy in pre-
venting abnormal Pap smear results and

subsequent reduction in colposcopy re-
ferrals and cervical excision procedures.

Cervical samples were collected every
6 months for HPV DNA genotyping,
and the women underwent yearly gyne-
cology and cytologic examinations. The
rate of atypical squamous cells of unde-
termined significance (ASCUS) with
HPV-16/18 was 57% lower in the vaccine
group compared with the control group
during 3 years of follow-up, said Dr.
Martens, who conducted the analysis
while at Oklahoma State University, Tul-
sa, and now practices at Jersey Shore Uni-
versity Medical Center, Neptune, N.J.

The rate of low-grade squamous in-
traepithelial lesions (LSILs) with HPV-
16/18 was 68% lower than in the control
group, and the rate of high-grade squa-
mous intraepithelial lesions (HSILs) with
HPV-16/18 was 56% lower than in the

control group, he said at the meeting.
Absolute rates of ASCUS with HPV-

16/18 were about 2% in the vaccine
group and 4% in the control group.
LSILs with HPV-16/18 were detected in
2% of the vaccine group and 6% of the
control group. HSILs with HPV-16/18
were present in 0.2% of the vaccine
group and 0.5% of the control group. 

There was a statistically significant dif-
ference between groups for HSILs with
HPV-16 (0.1% in the vaccine group vs.
0.4% in the control group) but not for
HSILs with HPV-18 (0.05% and 0.1%). 

Irrespective of HPV type, the vaccine
reduced the risk for ASCUS by 8%, the
risk for LSILs by 14%, and the risk for
HSILs by 41%, he added. 

The risk for CIN2 and CIN3 was 30%
and 33% lower than in the control group.
“That means the lesions we’re going to

act upon”—HSILs, CIN2, and CIN3—
“were 30%-40% lower with the vaccine,”
Dr. Martens said.

HSILs were found in 0.5% of the vac-
cine group, irrespective of HPV type,
and 0.9% of the control group. CIN2 was
detected in 2.5% of the vaccine group
and 3.7% of the control group. The rate
of CIN3 was 0.8% in the vaccine group
and 1.3% in the control group.

Compared with the control group,
colposcopy referrals were reduced by
10% and cervical excision procedures
were reduced by 25% in the vaccine
group, he reported. 

Dr. Martens said he did an extra cal-
culation for one state—Ohio—and esti-
mated that each physician performing
Pap smears in the state would see 20 few-
er cases of CIN2/3 per year if patients
were vaccinated. Nationally, the vaccine
could result in 5 million fewer Pap
smears per year because there would be
less abnormal cytology, he added.

Women were included in the analysis
regardless of their HPV DNA status,
HPV serostatus, or cytology at baseline.
Evidence of past or current infection
with HPV-16/18 was present at baseline
in 26% of women, but only 98 partici-
pants (less than 1%) were DNA positive
for both HPV-16 and HPV-18. ■

Major Finding: Irrespective of HPV type, the vaccine reduced the risk for
ASCUS by 8%, the risk for LSILs by 14%, and the risk for HSILs by 41%.
The risk for CIN2 and CIN3 was 30% and 33% lower than in the control
group. 

Data Source: Secondary analysis of data on 17,347 women from a phase III
efficacy trial in 14 countries.

Disclosures: Dr. Martens has been a consultant for and received research
funds, honoraria, and conference sponsorship from Merck & Co. and from
GlaxoSmithKline Biologicals, which makes the vaccine and funded the study.
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