
DESCRIPTION: PRENATE DHA® is a prescription prenatal/postnatal multi-

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

opaque, and imprinted with “Prenate DHA” on one side.

Each softgel contains

Vitamin C (ascorbic acid) ..........................................................85 mg

Vitamin D
3
 (cholecalciferol) ...................................................... 200 IU

Vitamin E (d-alpha tocopherol) .................................................. 10 IU

Vitamin B
6
 (pyridoxine HCl) ......................................................25 mg

Folate..........................................................................................1 mg

(L-methylfolate as Metafolin® 600 mcg)

(folic acid USP 400 mcg)

Vitamin B
12

 (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, fish oil, hydrogenated veg-

etable oil, gelatin, sorbitol, glycerin, propylene glycol, titanium dioxide, vanillin, 

FD&C blue No.1, hypromellose.

INDICATIONS:  PRENATE DHA 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 DHA can also be beneficial 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, in-

cluding 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 predis-

position 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 deficient. Folic acid in doses above 1 mg daily may obscure pernicious 

anemia in that hematologic remission can occur while neurological mani-

festations 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 preg-

nancy, 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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Lobular Involution Protects Against Breast Cancer 
B Y  B R U C E  J A N C I N

S A N A N T O N I O —  Young women
with a benign breast biopsy showing
complete lobular involution are at be-
low-average risk of future breast cancer,
according to a large prospective Mayo
Clinic study.

This finding—that lobular involution
constitutes a novel protective factor
against breast cancer in young women

with benign breast disease—is an im-
portant advance in the effort to better
stratify breast cancer risk in the 1 million
American women per year who under-
go a biopsy showing benign breast dis-
ease, Dr. Karthik Ghosh said at the San
Antonio Breast Cancer Symposium. 

Moreover, the lobular involution find-
ings open the door to new breast cancer
chemoprevention strategies. Lobular in-
volution may prove to be a factor that
can be modified in order to reduce risk,
noted Dr. Ghosh of the Mayo Clinic,
Rochester, Minn.

She reported on 4,460 women aged 18-
49 years in the Mayo Benign Breast Dis-
ease Cohort who underwent excisional
breast biopsy for a palpable or mammo-
graphic abnormality that proved to be
benign breast disease. These young
women (average age at biopsy, 39 years)
have subsequently been followed for a
median of 20 years, during which 7% de-
veloped invasive breast cancer. 

The initial benign biopsy showed com-
plete lobular involution (defined as a
75% or greater reduction in the number
and size of breast duct lobules) in 5% of
the 4,460 young women. A total of 34%
had no lobular involution at all, where-
as 61% had partial lobular involution, in
the range of 1%-74%.

In a multivariate analysis, the women
with complete lobular involution had a
32% reduction in breast cancer rate com-
pared with the general population,
which for purposes of this study came
from Iowa SEER (Surveillance, Epi-
demiology and End Results) registry
data of an upper Midwest population
that is demographically similar to that of
the Mayo Clinic. 

Women with partial lobular involution
had a 43% greater than expected breast
cancer rate during 20 years of follow-up,

whereas those with no involution had a
72% increased rate (P = .001).

Lobular involution is a normal physi-
ological process that happens with aging.
Pathologists have long been aware of the
phenomenon, but it entered the clinical
arena only several years ago when in-
vestigators reported that lobular involu-
tion was associated with reduced risk of
breast cancer in 8,736 participants in the
Mayo Benign Breast Disease Cohort ( J.
Natl. Cancer Inst.
2006;98:1600-7).

Dr. Ghosh focused
her new study on co-
hort members who
were younger than age
50 when they were di-
agnosed with benign
breast disease because
breast cancer is the
leading cause of cancer
death in women aged
18-49 years. Moreover,
breast cancer in this age
group is associated with a higher recur-
rence rate and greater all-cause mortali-
ty than it is in older patients.

The study also examined the impact
of conventional histologic categories of
benign breast disease as well as family
history. 

The initial benign breast biopsy
showed atypical hyperplasia in 2% of pa-
tients, nonproliferative breast disease in
72%, and proliferative changes without
atypia in 26%. The subsequent risk of
breast cancer was 6.9-fold greater in the
young women with atypical hyperplasia
than in the general Iowa population, 2-
fold greater in those with proliferative
disease without atypia, and 1.2-fold
greater in those with nonproliferative
disease. 

A consistent finding was that coexis-

tent complete lobular involution reduced
the risks associated with all three types
of histology, although larger numbers of
patients need to be gathered before de-
finitive statements on this score can be
made, according to Dr. Ghosh. 

Strong family history (defined in this
study as at least one family member
with breast cancer before age 50, or at
least one affected first-degree relative
and one other relative with breast can-

cer) essentially doubled
the risks associated
with proliferative dis-
ease without atypia
and with nonprolifera-
tive disease. However,
a strong family history
didn’t affect the already
high breast cancer risk
in young women with
atypia. Women with
nonproliferative dis-
ease and no family his-
tory of breast cancer

weren’t at increased risk of the malig-
nancy.

In a separate presentation, Dr. Lynn C.
Hartmann, head of the Mayo Clinic’s be-
nign breast disease study team, said that
in order to standardize assessment of
lobular involution and make it faster and
more clinically practical, she and her
colleagues have developed a quantita-
tive involution measure based upon com-
puterized calculation of lobular area and
the number of acini per lobular unit.

“Future breast cancer cases are sig-
nificantly more likely to have larger lob-
ules with more acini,” according to Dr.
Hartmann, professor of oncology at
the clinic.

The Mayo Clinic’s prospective studies
of benign breast disease are funded by
the Department of Defense. ■

Older Black Women May Have Osteoporosis
B Y  H E I D I  S P L E T E

R I O G R A N D E ,  P. R .  —  Approxi-
mately one in four elderly black women
have osteoporosis, findings from a small
study suggest.

Physicians should not ignore the pos-
sibility of osteoporosis in their older
black female patients, although these
women are not usually considered at
high risk, compared with other demo-
graphic groups, said Dr. Sally P. Weaver,
research director of the McLennan
County Medical Education and Research
Foundation, Waco, Texas.

Previous studies of osteoporosis in
women have focused mainly on white
women because of evidence of an ele-
vated risk for osteoporosis in that popu-
lation. Yet older women of any ethnici-
ty are prone to age-related fractures if
their bone mineral density (BMD) is low,
she said in an interview. 

Dr. Weaver and her colleagues mea-
sured BMD scans from the electronic
health records of 44 black women aged

70 years and older. Patients with condi-
tions that could affect bone turnover, vi-
tamin D absorption, or calcium absorp-
tion were excluded from the study.

About 50% of the study participants
met the criteria for osteopenia and 10%
met the criteria for osteoporosis at the
left femoral neck. Approximately 25%
met criteria for osteopenia or osteo-

porosis at the lumbar spine. Overall, the
left femoral neck had the lowest region-
al BMD, with an average T score of
–1.23. Dr. Weaver presented the results
in a poster at the annual meeting of the
North American Primary Care Research
Group.

Dr. Weaver had no financial conflicts
to disclose. ■

The women with
complete lobular
involution had a 32%
reduction in breast
cancer rate
compared with
women in the general
population. 
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