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ABSTRACT

Background: Perinatal mental health disorders are considered to be a major public health concern, affecting
approximately 20% of pregnant and postnatal women. Left untreated, maternal psychopathology can extent to the rest
of the family unit, including the child. Thus, a better understanding of the overall burden of these disorders is
fundamental to inform policy makers and produce practice change. To-date, the exact prevalence of these disorders
in Malta, an island in the center of the Mediterranean Sea, remains unknown. The primary objective of this cross-
sectional study will be to address this gap in knowledge and define the local prevalence of perinatal psychopathology.
Methods: A representative sample of approximately 250 postnatal women from birth up to one year after childbirth,
resident in Malta, will be recruited through a stratified random technique. Participation will involve two phases. In
the first stage, selected participants will be asked to self-complete the Edinburgh Postnatal Depression Scale (EPDS),
the Generalised Anxiety Disorder-7 item (GAD-7), the Yale Brown Obsessive Compulsive Scale (YB0CS), the Post-
Traumatic Stress Disorder Checklist for DSM-V (PCL-5), and the Difficulties in Emotional Regulation Scale (DERS)
guestionnaires. In the second stage, those women who score equal or above the cut-off values in any of these
questionnaires, will be assessed using the diagnostic Mini-International Neuropsychiatric Interview (MINI) to
confirm or refute a diagnosis of a mental health disorder. Basic demographic details and psychosocial characteristics
will be recorded.

Conclusions: This study will help determine the point prevalence of postnatal perinatal psychopathology and
associated psychosocial determinants in Malta.

Keywords: Perinatal mental health disorders, Perinatal psychopathology, Postpartum, Prevalence

INTRODUCTION

The perinatal period and maternal mental health
disorders

The perinatal period, as defined in relation to mental
iliness, includes the time of conception up to when the
child reaches the age of one. Perinatal psychiatric
disorders cover a wide range of conditions, and may
include, but are not limited to depression, anxiety,
obsessive-compulsive disorder and post-traumatic stress

disorder.? These illnesses may arise for the first time in
pregnancy or after childbirth, but they can also be present
pre-conceptionally and persist in the perinatal period.

Globally, perinatal mental health problems are considered
to be a major public health concern.? Left untreated,
perinatal mental health disorders can be associated with
significant maternal morbidity and mortality, and can
have a lasting deleterious effect on the entire family
unit>® As evidence from the MBRRACE-UK
confidential enquiry into maternal deaths, maternal
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suicide was identified as the third largest cause of direct
maternal death in the first weeks after birth, and the
leading cause of death when looked at over a year.*
Furthermore, the economic costs associated with
perinatal mental health disorders equate to approximately
£10,000 for each single birth.> This latter study identified
that 72% of these costs related to adverse child outcomes,
for example, emotional and conduct problems, special
educational needs and leaving school without
qualifications. Maternal psychopathology has in fact been
linked with increased likelihood of psychological and
psychiatric co-morbidities in the offspring.” This
emphasizes the importance of early recognition and
treatment of maternal mental health difficulties to prevent
these long-term intergenerational negative sequelae.

The prevalence of perinatal mental health disorders

The prevalence rates of perinatal mental health illnesses
varies between different studies and geographical areas.
Worldwide, between 10% and 20% of women are known
to experience a mental disorder in pregnancy and after
birth.5 There is some indirect evidence that the prevalence
of these disorders has increased in recent years, as shown
in the higher proportion of children being exposed to
maternal mental illness.® Furthermore, during these
unprecedented times of the COVID-19 pandemic, an
increased rate of mental health difficulties in perinatal
women is being reported in the literature.®°

In a systematic review and meta-analysis which included
58 articles, the overall prevalence of postpartum
depression was identified to be 17% (95% CI 0.15-0.20),
with a statistically significant difference between
different geographical regions. Europe was found to
have the lowest rate (8%, 95% CI 0.05-0.11). No
difference in prevalence rate was found among mothers
with and without a previous depressive history.
Interestingly, an increasing prevalence was observed
beyond six months postnatally. * For postnatal anxiety
disorder, a prevalence of 10% was identified, with a
similar difference rate between low, medium and high-
income countries.?

To-date, there is paucity of literature data on the
prevalence of postnatal mental health disorders in Malta.
Malta is the largest of the three Maltese islands, located
right in the middle of the Mediterranean. Despite its small
area, the Maltese archipelago is quite dense, with
approximately 475,000 inhabitants, and around 4000
births annually.®® In 2004, a local study identified the
point prevalence of postnatal depression to be 8.7%.%
To-date, no other prevalence studies have been
conducted.

In the context of these limitations, the main objective of
this research will be to determine the point prevalence of
some of the commonest postpartum psychiatric disorders
in Malta, such as depression, anxiety and obsessive-
compulsive disorder. A secondary objective will be to

obtain a cut-off point value for a provisional diagnosis for
commonly used self-report mental health screening
questionnaires for the perinatal population in Malta.

METHODS
Study population and sampling methods

Participating mothers need to be 18 years and above,
within 12 months postnatally, able to read and understand
the Maltese and/or English language, and give written
consent. Excluded from the study will be mothers who
are unable to consent to participation.

In this study, stratified random sampling will be used to
ensure a representative sample of the population of
interest. In 2018, there were a total of 4439 registered
live births in Malta.’™> Based on international prevalence
data, it is estimated that between 665 and 887 of mothers
in Malta will suffer from ill-mental health postnatally.
This constitutes our population of interest.  The
calculated sample size will be of approximately 269
postnatal women (95% CI; 5% margin of error). To
account for non-response, a total sample of 300 women
will be recruited.

In 2018, the national statistics office (NSO)*® reported a
variation in live births across the different regions and
districts in the Maltese Islands, with the highest and
lowest rate being in Northern Harbour (27%) and Gozo
and Comino (7%) respectively. Also, the number of
deliveries varied according to maternal age.!> The
greatest number of deliveries (37.3%) occurred in the age
group of 20 to 34 years. Given this reported variation,
regional districts and maternal age will be used as our
two main strata or subgroups to then complete the
sampling process. A calculated proportionate sampling
will then follow for each sub-group based on the reported
birth percentages for each to achieve a total sample size
of 300 women. In other words, the sample size of each
stratum will be equal to the subgroup’s proportion in the
postnatal population in Malta as a whole. Simple random
sampling using computer generated lists will then be used
to identify participants from each of these groups to be
included in the study.

Processes and statistical analysis

Postnatal mothers, resident in Malta, of any nationality,
who have given birth between November 2020 and
November 2021 at Mater Dei hospital, the main general
hospital in Malta, will be randomly selected using the
process described above and invited to participate in the
study. One limitation of this research is that women who
have delivered in the private sector will not be accounted
for in this study. According to the national obstetric
information system (NOIS)'®, 0.8% and 0.5% of
deliveries occurred within private institutions in 2018 and
2019, respectively. Hence, these women represent only a
minority of the perinatal population in Malta.
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Postnatal mothers identified through the stratified and
simple random sampling will be sent a research pack at
their home address, consisting of a welcome letter, an
information leaflet about the project and their
participation, and a consent form. They will be provided
with contact details of the main researcher in case they
would like to get in touch to discuss further. The research
pack will be sent by an intermediary to abide with
institutional data protection guidelines.

If the mother then agrees to participate, she will be asked
to sign the included consent form and to send it back to
the research team in the self-addressed envelope. This
does not preclude them from withdrawing from the study
at any stage, without suffering any repercussions or
implications. The participants will also be asked to
complete a number of self-report questionnaires about her
mental health, including the Edinburgh Postnatal
Depression Scale (EPDS), the Generalized Anxiety
Disorder-7 item (GAD-7), the Yale Brown Obsessive
Compulsive Scale (YBoCS), the Post-Traumatic Stress
Disorder Checklist for DSM-V (PCL-5), and the
Difficulties in Emotional Regulation Scale (DERS).
These scales which assess for symptoms of postnatal
depression, generalised anxiety, obsessive-compulsive,
post-traumatic stress disorder and emotion problems
respectively, are recommended as screening measures in
the perinatal period by the Royal College of
Psychiatrists.'® These instruments are all readily available
and accessible online.

For those instruments not available in the Maltese
language, the original English version will be translated
into Maltese, back-translated and cultural adapted to the
Maltese perinatal population. This will be followed by a
test-retest reliability assessment. In this way, participants
can be provided with both language versions of the
guestionnaires.

These five questionnaires which take a total of
approximately 15 to 20 minutes to be completed, can then
be returned to the research team by post or email.
Participants will also be given the choice to complete the
questionnaires online by accessing a QR code, with the
aim of increasing response rate.  Moreover, if no
response is achieved after two weeks, a postal reminder
will be sent to selected subjects.t” Another measure to
increase participation will be to automatically include
respondents who return the questionnaires in a ballot for
non-monetary incentives.®

Once received, returned questionnaires will be scored by
the researcher. Participants who score equal or above the
cut off scores for the following individual scales will be
invited for a diagnostic assessment as highlighted below.
The selected cut off values include the following: 10 or
above in the EPDS and/or GAD, 8 or above in the
YBOCS, 36 or above in the PCL-5, and 80 or above in the
DERS. A lower cut-off value than the one recommended
in the literature for each of these instruments will be used
for the purpose of this study to avoid false negatives and

to enhance detection of participants who meet diagnostic
criteria. %22 These participants will then be assessed
using the Mini International Neuropsychiatric Interview
(MINT), a semi-structured instrument to confirm or refute
a diagnosis of a mental health disorder, its nature and
severity.?® This interview which will be conducted within
2 weeks of receiving the self-report questionnaires, will
be carried out by an independent and trained mental
health professional with significant experience in the
field, at a time and place which is convenient for the
participant. This assessment may also be carried remotely
if the participant prefers. The prevalence will then be
calculated as a measure of frequency.?*

Basic demographic details and characteristics, such as
maternal and infant age, relationship status, educational
level and employment, number of pregnancies and other
children in the network, will be recorded. Information
about the mother’s medical, psychiatric and family
history will also be obtained, as well as details about
medications.

The scores of the self-report symptom scales will be
correlated using the receiver operating characteristic
curve (ROC) to the MINI diagnostic outcomes to
calculate the best cut-off point for a provisional diagnosis
for each of these scales when applied in the Maltese
perinatal population.

DISCUSSION
Potential implications

This study will be the first in several years to provide an
assessment of the overall burden of postpartum perinatal
mental health disorders in Malta, and therefore, it will be
of interest to policy makers in determining whether there
is need for further investment in this field. Furthermore,
given the early recognition of perinatal sufferers and their
referral to specialist treatment, this will benefit individual
women and their families by minimizing the risk of
adverse effects.

Another benefit is that in learning about individual self-
report instruments and their cut-off value for a
provisional diagnosis, they can be subsequently
implemented within local healthcare settings for
screening of women for perinatal mental health
pathology. These questionnaires have the advantage that
they are brief and can be completed within a short time
frame, for example whilst clients are waiting to be seen
by the clinician. Whilst such measures cannot replace
formal assessments to confirm or refute a diagnosis, their
implementation within local services can be a valuable
aid to clinicians in their everyday diagnostic assessments
and busy schedules.

Strengths and limitations

Symptom scales compared to diagnostic interview are
known to vyield significantly higher prevalence rates.?®
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To address this issue, the point prevalence will not be
based solely on self-report measures, but a diagnostic
interview will be utilized. Furthermore, whilst all the
self-report instruments selected for this study are
recommended by the Royal College of Psychiatrists and
are widely used in the general adult and perinatal
populations, not all of them have been specifically
validated for use in the pregnant and postnatal women, or
more specifically in the Maltese population.'® To-date,
for the Maltese perinatal population, validation is only
available for the EPDS and PCL-5.26?" The validation for
the remaining questionnaires will be available on
completion of this project.

This study will not account for the small proportion of
women who choose to deliver in the private sector,
However, given that these women represent a minority of
the perinatal population in Malta, the sample of this
research will still be representative of the population of
interest, and therefore, this will not impact on the
accuracy of data. Another weakness is that no control
group will be used to compare the prevalence of mental
health disorders in women who have not given birth.
Moreover, whilst the perinatal period constitutes both
pregnancy and the first year after childbirth, this study
will focus solely on the postnatal period. Further
subsequent studies will be needed to determine the
prevalence of antenatal mental health issues for a ‘total’
local prevalence rate of perinatal disorders.

CONCLUSION

This cross-sectional study will address the existing gap in
knowledge and provide a prevalence rate of perinatal
mental health disorders in postpartum women in Malta. A
better understanding of the local burden of these
disorders will help guide the development of specialist
perinatal services for the benefit on families and society
in general.
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