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(forceps and ventouse). However, the number of births
assisted to date with the device is small and more ex-
perience of using the device is required to generate an
evidence based safety profile. Furthermore, the reasons
for the lower than expected success rate of the device
needs to be explored, specifically focussing on obstetri-
cian learning curves and the potential need for modifica-
tions to device design. A follow-on feasibility study to
further investigate the efficacy and safety of the Odon
Device in its indicated use, the ASSIST II Study has
therefore been designed.

Methods/design

The main aim of the study is to assess the feasibility of
conducting a definitive trial in terms of recruitment and
acceptability of the intervention, follow-up and data col-
lection methods. In addition, the study aims to explore
successful vaginal birth completed with the Odon
Device.

Objectives

(i) To estimate feasible eligibility, recruitment as well
as refusal and follow-up rates

(ii) To investigate the feasibility of collecting data as
well as exploring the safety and efficacy of forceps
and ventouse from women who did not receive the
Odon Device

(iii) To investigate the safety, efficacy and acceptability
of a new device for the Odon Device

(iv) To define the clinical circumstances in which the
device is most effective.

(v) To study the learning curve of the operator and to
investigate the most effective user technique.

(vi) To study the device design and functionality.

Study design
The ASSIST 1II Study (Assisted Vaginal Birth Study) is a
non-randomised feasibility study of women who require
an AVB for a recognised clinical indication. The study
also includes a nested cohort study of women and babies
who had a ‘missed’ Odon Device assisted birth. These
cases comprise women who have consented to partici-
pate in the ASSIST II Study and require an AVB but are
unable to have a Odon Device assisted birth due to op-
erator availability. The inclusion of the nested cohort
will explore the feasibility of collecting information from
a ‘comparator group’. The information gained from this
study will be used to plan a large randomised controlled
trial that will directly compare the Odon Device with the
ventouse.

The key changes to the ASSIST II Study protocol as
compared to the ASSIST Study protocol are as follows:
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e Refined participant inclusion criteria to exclude very
complex births when the vertex is at the level of the
ischial spines.

e Inclusion of a nested cohort of ‘missed’ births.

e Larger sample size to support investigation into
efficacy (104 births compared to 40).

e Manufacturer will ensure the device is manufactured
to the required specification to avoid malfunction of
the bulb pump experienced in the ASSIST Study.

o A simplified clinical primary outcome.

e Streamline changes to the data collection forms.

A CONSORT diagram of the ASSIST II Study is
shown in Fig. 2.

Population/sample

Participants will be pregnant women aiming for a va-
ginal birth who plan to give birth at North Bristol
NHS Trust (NBT), Bristol, UK. Recruitment is pro-
jected to continue for 11 months (due to the AVB
rate within the department) after which time it is es-
timated that 104 sets of clinical primary outcome data
will have been recorded.

Prospective participants will receive information on
the study in early pregnancy (12 to 28 weeks) via the
NBT Maternity ‘App’ (this ‘App’ is provided to all
pregnant women at NBT and provides information on
all aspects of their maternity care) and paper infor-
mation leaflets, given to women at any hospital ad-
mission. Members of the study team will then
approach women after 28 completed weeks of preg-
nancy during antenatal appointments or antenatal ad-
missions, to discuss the study and offer women the
opportunity to watch a video explaining the study.
Women who are willing to take part (should they re-
quire an AVB) will then be invited to provide in-
formed written consent. Figure 3 demonstrates the
SPIRIT figure outlining the schedule of enrolment, in-
terventions and assessments. SPIRIT checklist can be
found in Additional file 1.

When a woman who has previously consented to
participate in the study arrives on the labour ward,
her eligibility to participate in the study will be
rechecked and verbal re-confirmation of her consent
to take part in the study will be sought by a midwife
and obstetrician.

Inclusion and exclusion criteria

Women will be able to participate in the ASSIST II
Study if all of the following apply at initial consent: >18
years of age; singleton pregnancy of at least 36 weeks’
gestation; negative antenatal screen for HIV and
Hepatitis B; in active labour and requiring an assisted
vaginal birth for a clinical indication (as per the Royal
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