
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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Psoriasis Tx Deemed ‘Challenging’ in Pregnancy
B Y  D I A N A  M A H O N E Y

B O S T O N —  Data suggesting that preg-
nant women with psoriasis have poorer
outcomes than those without it highlight
the need for more research to determine
whether the outcome discrepancies are
a function of the disease itself, comor-
bidities, or treatment side effects,
according to Dr. Alexa Boer Kimball.

“We know that pregnancy can have an

impact on psoriasis—studies have shown
that about 50% of women report im-
provements; 15%-25% worsen; and the
rest don’t change—but we know less
about the effect of psoriasis on preg-
nancy,” said Dr. Kimball of the depart-
ment of dermatology at Harvard Med-
ical School in Boston. 

In a case-control study of 145 live
births in women with psoriasis between
1998 and 2004, investigators at Ben Gu-
rion University of the Negev in Beer-
Sheva, Israel, demonstrated an associa-
tion between pregnancy complications
and psoriasis. Specifically, recurrent
abortions and chronic hypertension
were significantly associated with psori-
asis in a multivariate analysis,
and psoriasis was an indepen-
dent risk factor for cesarean
delivery ( J. Reprod. Med.
2008;53:183-7).

“The findings are not really
surprising when you think
about the [inflammatory bow-
el disease] literature and the lu-
pus literature, for example. It’s clear that
systemic autoimmune diseases can have
adverse effects on pregnancies,” Dr. Kim-
ball said at the American Academy of
Dermatology’s Academy 2009 meeting.

“Unfortunately, our knowledge about
pregnancy outcomes in psoriasis is very
limited, which in turn limits the treat-
ment guidance that we can offer.” This
is due, she said, to the dearth of litera-
ture on the topic, the exclusion of preg-
nant women from most clinical trials,
and the low enrollment in pregnancy
registries.

Further, said Dr. Kimball, the various
regulatory agencies are not consistent in
interpreting numerical data regarding
drug safety in pregnancy. 

In one study comparing the pregnan-
cy risk classification of 236 commonly
used drugs by three international regu-
latory agencies—the U.S. Food and Drug
Administration, the Australian Drug
Evaluation Committee, and the Swedish
Catalogue of Approved Drugs—only
26% of the drugs were placed into the
same risk category, she said (Drug Saf.
2000;23:245-53).

“Theoretically, these groups should be
looking at the same data and arriving at
essentially the same conclusions. The
fact that they’re not tells you that there
is a substantial subjective review com-
ponent to how we evaluate this infor-
mation,” she said. 

For these reasons, providing thera-
peutic guidance to pregnant women
with psoriasis is “incredibly challeng-
ing,” Dr. Kimball said. The challenge is
exacerbated by several social and envi-
ronmental considerations, including the
fact that “women today are under ex-
traordinary pressure not to expose their
babies to unknown and unnecessary
risks, which may make them more like-
ly to forego therapy that they might ac-
tually need,” she said. “In counseling
these patients, there really obviously
has to be a very open communication
about that, although you really can’t

make the choice for them. It’s a very
personal decision about the risks they’re
willing to take.” 

Similarly, there is tremendous pres-
sure on women to breastfeed for long pe-
riods of time, which can also have an im-
pact on treatment decisions. “A woman
may decide to hold off on treatment
while she’s breastfeeding, and again
that’s a personal decision, but recognize
that it may be a really substantial sacri-
fice, and in cases of psoriatic arthritis in
particular, it may not be all that good for
them over time,” she said.

In addition to helping patients deter-
mine how to proceed with treatment
once they are pregnant, patient counsel-

ing should address exposures that might
have already happened. “The critical pe-
riod in all pregnancies for fetal malfor-
mations is early, in the first trimester, and
lots of women are exposed to drugs be-
fore they even know they’re pregnant,”
said Dr. Kimball. 

“In situations involving major risks, re-
ferral to a genetics counselor can be use-
ful, but it’s also important to remind pa-
tients that, under the best of
circumstances, not all pregnancies turn
out perfectly. The developmental disor-
der rate [in the general population] is
about 3% at birth and about 8% by age
5. It’s important to give that information
to women so they don’t feel overly guilty
about the choices they’re making,” she
said.

“So what can we actually recom-
mend?” Dr. Kimball asked. “For first-line
therapy, moisturizers can be used with
reckless abandon, and low-potency top-
ical steroids have been determined to not
be a risk.” Systemic steroids, on the oth-
er hand, should be avoided in the first
trimester because of the association with
cleft palate, she said.

The second-line treatment algorithm
includes narrow band ultraviolet B
(UVB) phototherapy, if feasible, “but this
may be a challenge if, for example, the
pregnant woman has other kids at home
or just doesn’t have the flexibility in
terms of scheduling,” Dr. Kimball said.
“Home UVB is an option, and tanning
beds—although problematic for other
reasons—in a severe patient might be
worth considering if they really have no
other options.” 

Concern regarding the possibility that
folate levels might be affected by light
therapy, Dr. Kimball noted, has been put
to rest by a new study showing that
UVB phototherapy does not influence
serum and red cell folate levels in pso-
riasis ( J. Am. Acad. Dermatol.
2009;61:259-62). 

The question of heat exposure has
not been addressed, however. “There

are recommendations against hot tubs
and hot baths in the first trimester, for ex-
ample, because of potential injury to the
fetus, so if you have someone way up on
the light scale, that might be something
worth thinking about.”

Tumor necrosis factor inhibitors fall
under third-line therapies. “Obviously
we have limited data on these. They are
generally risk category B, so most peo-
ple feel reasonably comfortable if we had
to go that direction, but there are po-
tential risks that are unclear,” Dr. Kimball
said. 

Cyclosporine, which was the therapy
of choice prior to the biologics era, is an-
other third-line treatment, said Dr. Kim-

ball. “Although cyclosporine is
[risk] category C, we probably
have the best information about
this drug due to the transplant
registries that are out there,”
she noted. 

It is associated with a low
birth rate and prematurity, “so
there are known risks associat-

ed with it, but malformations do not
seem to be an issue.” Systemic steroids
in the second and third trimester would
be another third-line option if needed,
she said.

Among the systemic therapies to avoid
in pregnancy are PUVA, which can po-
tentially lead to premature labor or fetal
abnormalities; methotrexate, which is a
teratogen and immunogen; and systemic
retinoids, which are also known terato-
gens, Dr. Kimball said. 

With respect to methotrexate in preg-
nancy, “the current recommendation ex-
tends to males, who should be advised to
cease its use for 3 months prior to con-
ception because of theoretical concern
about chromosomal abnormalities,” she
noted. 

Regarding topical therapies, tazarotene,
anthralin, calcipotriol, and coal tar should
be avoided as well, said Dr. Kimball.

In all cases, putting a patient’s risk
into context is difficult given the limited
and conflicting information that is avail-
able, Dr. Kimball said. “At the end of the
day, you really have to guide women
about the personal nature of these choic-
es,” based on experience and the infor-
mation that is available. 

In order to improve research in this
area, it is imperative that health care
providers and patient advocacy organi-
zations encourage individuals with pso-
riasis to enroll in pregnancy registries,
Dr. Kimball stressed. “Pregnancy reg-
istries are one of our most valuable tools
for collecting information about how to
best manage and counsel women prepar-
tum, during pregnancy, and post par-
tum, yet they are so [undersubscribed].
This is something that we can help
change.”

Dr. Kimball said she has served as a
consultant and an investigator for Amgen
Inc., Centocor Inc., Abbott Laborato-
ries, NeoStrata Co., and Galderma; she
is an investigator for Stiefel Laboratories
Inc.; and she has a fellowship program
funded by Centocor. ■

Putting a patient’s risk into context is
difficult given the limited and conflicting
information available. ‘At the end of the day,
you really have to guide women about the
personal nature of these choices.’




