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Pregnant women often resort to herbal medication to ameliorate the disturbing symptoms associated
with pregnancy in the mistaken belief that these are safe and carry no potential harmful effects to the
developing fetus. Healthcare personnel must be cognizant of the potential adverse side effects of these
substances to be able to better advise their patients.
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During pregnancy, women may experience a plethora of
uncomfortable symptoms due to the physiological and structural
changes that occur throughout pregnancy. Because of the general
belief that standard pharmaceutical preparations may be harmful to
the fetus, many pregnant women may consider self-medication with
over-the-counter preparations based on herbal medicinal products
orteainfusions, in the belief that these are natural and therefore safe.

The availability of all pharmaceutical preparations is rigidly
controlled by European Parliament legislation, which requires
extensive pre-clinical testing of all medicinal products, whatever
their origin. The EU pharmaceutical product legislation applies also to
herbal medicinal products that are defined “as any medicinal product,
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exclusively containing as active ingredients one or more herbal
substances, one or more herbal preparations, or a combination of the
two”. However, this legislation also provides for allowing the
continuing use of herbal medicinal products that have a long tradition
of usage (at least 30 years, including 15 years in the EU) without the
need to be submitted to the rigors of pre-clinical testing [1].

The European Parliament legislation set up a Committee for
Herbal Medicinal Products (HMPC)! which was tasked with
identifying and reviewing safety profile for those traditional herbal
medicinal products with a long history of use. The HMPC identified
thirteen products that were considered as long-usage traditional
herbal medicinal products and where their continuing use could be
allowed without requiring submission to pre-clinical testing. These
traditional herbal medical products included: the calendula flower,
the purple coneflower herb, bitter and sweet fennel, witch-hazel,
aniseed, ironwort, thyme, and grapevine leaf; the roots of the ginseng
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and valerian; and the oils from the tea tree and peppermint. However,
for all these botanical medicines, the HMPC recommended that these
items should not be used during pregnancy and lactation since their
safety profile in these circumstances has not been established [2].
Unfortunately, many of these products are available as over-the-
counter or as simple herbal teas and, therefore, pregnant women
cannot be adequately warned of the HMPC recommendations.

Plant infusion teas have enjoyed a long history and have increased in
popularity. These infusions encompass a wide range of plants products
used singly or in combination. Their sale and distribution are not rigidly
controlled, and they are made available as over-the-counter products by
several health and wellness retailers. Plant products however can have
pharmacological effects, and may have adverse side-effects when used
during pregnancy or lactation. Many plants, including ginger, raspberry,
devil's horsewhip, fenugreek, evening primrose oil, blue and black-
cohosh, floradix, motherwort, and chanlibao, have been reported to
have oxytocic-type action and promoted as useful in inducing labour
and having a positive effect on the progress of labour. A recent
systematic review and meta-analysis of the literature has indicated that
while some of the herbal medicines described above appear to be
effective for induction of labour, safety for the baby needs to be
established. The reviewers recommend that the use of herbal medicines
to induce labour should be avoided until they are confirmed to be safe
[3]. Adverse events have been reported using blue cohosh and evening
primrose oil [4]. Blue cohosh is often promoted as a labour-inducing
agent. In vitro studies have suggested teratogenic, embryotoxic and
oxytocic effects [5]. A review of the literature has suggested that blue
cohosh possesses abortifacient properties, and has been associated with
cases of perinatal stroke, acute myocardial infarction, and severe multi-
organ hypoxic injury [6]. Similarly, evening primrose oilhas been
promoted as a labour-inducing agent supposedly improving cervical
ripening and shortening duration of labour. A randomised clinical trial
has failed to confirm its effectiveness showing no change in Bishop
Score or on the duration of labour [7]. Its peripartum use has however
been associated with the development of petechiae in a neonate [8].

Some herbal substances, such as blessedor milk thistle,
fenugreek, malunggay, garlic, shatavari, goat's rue, and fennel, have
been variously promoted as galactagogues useful in supporting
breastfeeding. A systematic review of the literature however
concluded that the available scientific evidence is equivocal and
inadequate to guide clinical recommendations. While the studies
failed to show definite therapeutic usefulness, the use of these herbal
substances may have an adverse effect on the infant. Fenugreek may
cause side effects such as diarrhoea in the child, while milk thistle
may cause an allergic reaction and have a laxative effect. Because
garlic crosses into the breast milk, the infant may find the odour and
taste offensive deterring from breastfeeding [9].

Herbal medicinal products that do not have a long tradition of use
fall under the provisions of the EU Directive 2001/83/EC. This requires
every medicinal product on the market to have undergone physio-
chemical, biological or microbiological, pharmacological and toxico-
logical tests, and clinical trials proving its quality, safety and efficacy
[10]. To circumvent this EU directive and avoid the rigors of pre-clinical
testing, many companies simply market their herbal products as
nutritional supplements. The availability and sale of these products
within the EU is regulated by Directive 2002/46/EC. This specifically
refers to ‘food supplements’ defined as products serving as
concentrated sources of nutrients or other substances with a
nutritional or physiological effect, alone or in combination, marketed
in dose form and designed to be taken in measured small unit
quantities. Food supplements may incorporate a wide range of
nutrients and other ingredients that might also include vitamins,
minerals, amino acids, essential fatty acids, fibre and various plants
and herbal extracts. Food supplements cannot be presented as
medicines or as a substitute for medicines [11]. A person’s require-
ments for different nutrients are related to his or her energy

requirements, age, height, and weight. They will differ according to
different physiological conditions, such as whether a woman is
pregnant or lactating. Special attention should be given to compounds
that may have implications for the health of pregnant women|[12]. The
daily recommended micronutrient intakes for pregnant and lactating
women have been clearly defined by the World Health Organization
[13]. Such food supplements, including those of plant origin, should
not be used indiscriminately without a definite clinical indication.
Practitioners should keep themselves well-informed about the
range of herbal products available on the market and should know
how to access authoritative and unbiased information sources as to
the efficacy and side-effects of these botanical medicines [14]. In
counselling their pregnant and lactating women about the use of
herbal products, healthcare professionals should maintain an
open-mind policy providing guidance on reputed beneficial herbal
products but emphasising the absence of reliable information on
benefit and on robust safety data, where this is the case [15].
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