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Purpose of the Recommendations

Most congenital anomalies are rare and
form an important group of Rare
Diseases, for which EU Member States
are developing National Plans. Primary
prevention of congenital anomalies was
identified as an important action in the
field of Rare Diseases in the
Communication from the Commission to
the European Parliament, the Council,
the European economic and social
committee and the committee of the
regions of 11th November 2008.
However, it has not been included in the
Council Recommendation on an action in
the field of rare diseases of 8th June
2009. This document aims at providing
an outline of evidence-based policy
actions for primary prevention of
congenital anomalies. It does not seek to
recommend specific policy options,
rather to indicate the areas that Member
States could target in their strategies for
Primary Prevention of congenital
anomalies. EUROPLAN(1) will support and
facilitate Member States to incorporate
the recommendations specified here in
their National Plans, and will facilitate
exchange of experience among Member
States, in collaboration with EUROCAT(2).
The causes of congenital anomalies can
be environmental, genetic or an
interaction involving both genes and
environment(3). Within the scope of this
document, primary prevention includes
any evidence-based action aimed at
reducing environmental risk factors for
congenital anomalies and increasing
protective environmental factors. Such

factors act in the periconceptional
period, most often before the pregnancy
has been confirmed. Whereas actions
based on the precautionary principle fall
mainly outside the scope of this
document, in some cases precautionary
actions have been quoted when may
bear significant public health and/or
social benefits. Primary prevention also
includes preconceptional counselling
concerning genetic risk, but does not
include preimplantation diagnosis.
Primary prevention of congenital
anomalies includes factors that are
common to other diseases as well as
factors specific to congenital anomalies.
Policies aimed at promoting safer foods
and environment, healthy dietary habits
and lifestyles as well as reducing the
health impact of chronic diseases are
expected to reduce the prevalence of
congenital anomalies as well as many
other diseases. However, elaboration of
these policies needs to pay special
attention to their relevance in the preand periconceptional period.
Rather than pinpointing specific actions,
which may have a limited impact in
isolation, it is advisable that Member
States would integrate the different
recommendations within a strategy for
Primary Prevention.

The Scope of Policy Actions Needed for Primary Prevention of Congenital Anomalies
In the field of medicinal drugs
- to advise women taking
medication to seek medical advice
before trying to get pregnant(4);
- to ensure that guidelines are, or
are going to be, made available
for physicians regarding riskbenefit balance for use of
medications in pregnancy,
particularly those medications
used for treating chronic
diseases(5);
- to provide a teratogen
information service where
specialized advice can be sought
by women and professionals(6);
- to conduct postmarketing
pharmacovigilance to detect any
risk of congenital anomalies
associated with use of
medications, with the support of
population-based congenital
anomaly registries(7).
In the field of food/nutrition and
lifestyle
- to improve folate status through
periconceptional supplementation
with folic acid, promotion of the
consumption of foods rich
in natural folates, and the
appropriate use of fortified
foods(8)
- to prevent overweight/obesity
and underweight(9-11);
to promote effective information
on diet and nutrition in women at
childbearing age, minimizing the
risks of deficiency and/or
overdosing of vitamins and
essential trace elements(12);
- further to the implementation of
EU food safety strategies, to
prevent food contamination by
recognized developmental
toxicants(13);

-

to reduce active and passive
smoking(14);
to promote alcohol avoidance in
women who are pregnant or
wishing to get pregnant(15-18)
to pay special attention to diet
and lifestyles in communities with
low socio-economic status or of
recent immigrants.

In the field of health services
- to make available preconceptional
care including genetic testing and
counselling for families at risk(19);
- to ensure that women with
diabetes, epilepsy and other
chronic diseases receive
preconceptional care in order to
minimize the risk of congenital
anomalies(20);
- to ensure evidence based
vaccination policies to ensure
women are protected against
infectious diseases associated
with congenital anomalies and
avoid contraindicated
vaccinations during pregnancy(21);
- to include in school educational
programs the awareness that
congenital anomalies may be
caused very early in pregnancy,
often before the pregnancy is
confirmed, and hence healthy
practices should start
preconceptionally;
- to include consideration of
specific pregnancy-related actions
in public health action plans on all
the major health determinants.
In the field of environmental pollution
including the workplace
- Further to the implementation of
EU policies on high-concern
chemicals, to ensure both
regulatory actions and risk
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-

-

communication towards citizens in
order to minimize exposure to
pollutants identified as
teratogens(22);
to ensure a suitable surveillance
system where environmental risks
can be identified through the
integration of congenital anomaly
registers with developments in
biomonitoring(23);
to minimize exposure of pregnant
workers in their workplace to risk
factors for congenital anomalies
(chemical, physical and
biological)(24).

Types of primary preventive actions
and their effectiveness
A number of types of primary preventive
action can be identified:
1. Advice to future parents by health
professionals during individual
preconceptional and early
pregnancy consultations, tailored
for high and “low” (average
population) risk couples.
2. Health education campaigns
targeted to potential future
parents.
3. EU-based and/or national
regulatory actions which affect
risk factors at source such as
medicines, chemicals, infectious
agents, foods, tobacco and
alcohol and other recreational
drugs.
4. Surveillance, research and
evaluation generating evidence
for the initiation or updating of
primary preventive measures. This

includes also the establishment of
expert committees to review
evidence.
The effectiveness of targeted actions
towards primary prevention of
congenital anomalies is expected to be
markedly improved by:
- an integrated primary prevention
plan involving all relevant health
professionals, thus avoiding
isolated and/or uncoordinated
actions/recommendations;
- Implementation and refinement of
EU food and environmental
control programs providing special
attention to congenital anomaly
risk factors;
- proper evaluation and integration
of new scientific knowledge into
public health actions;
- ensuring preconception health
care in local public
health programs(25-29), while
recognizing that many
pregnancies are unplanned;
- availability of epidemiological
surveillance data from populationbased congenital anomaly
registers, to monitor the
effectiveness of services and
interventions to build a sound
evidence base for policy
development planning and action;
- to ensure sustainability through
national and international
funding.
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Proposed Recommendations from
published research and
recommendations from the Centers for
Disease Control and Prevention (CDC):
1.

Individual Responsibility Across the
Life Span - Each woman, man, and
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improve health outcomes for both
mother and baby. First, ask every
women of reproductive age whether
she intends to become pregnant in
the next year. Asking every woman
about her reproductive intentions
promotes the idea that pregnancies
should be intended. Second, inform
women that health conditions and
medications can affect pregnancy
outcomes. J Am Board Fam Med.
2007; 20:81-84.

couple should be encouraged to
have a reproductive life plan.
Individuals identified as having a
family history of developmental
delays, congenital anomalies, or
other genetic disorders should be
offered a referral to an appropriate
specialist to better quantify the risk
to a potential pregnancy.
2.

3.

Health Professionals responsibility The challenge for health
professionals is to reach women and
men with these interventions at the
time they will be most effective in
reducing risks. Suspected genetic
disorders might require further
workup prior to conception. Known
or discovered genetic conditions
should be managed optimally before
and after conception. As a part of
primary care visits, provide risk
assessment and educational and
health promotion counselling to all
women of childbearing age to
reduce reproductive risk and
improve pregnancy outcomes.
Consumer Awareness - Increase
public awareness of the importance
of preconception health behaviours
and preconception care services by
using information and tools
appropriate across various ages;
literacy, including health literacy;
and cultural/linguistic contexts.

4.

Research - Increase the evidence
base and promote the use of
evidence to improve preconception
health.

5.

Monitoring improvements Maximize public health surveillance
and related research mechanisms to
monitor preconception health.

Pearls for Practice


Women should also be informed
that preconception care can



During preconception screening
visits, clinicians should focus on
issues such as folate
supplementation, hypothyroidism
management, obesity control,
hepatitis B vaccination for at risk
women, and rubella vaccination
among previously unvaccinated
women.
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the excess risk can be almost eliminated
with good glycaemic control. Health
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21) Vaccination against maternal rubella is a
core element of any primary preventive
strategy as rubella during pregnancy is a
strong teratogen. Countries should
consider their coverage of women,
whether immigrant women are offered
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urogenital malformations such as
chryptorchidism and hypospadia.
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