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ABSTRACT

Introduction Childbirth-related perineal trauma (CRPT)
is the most common complication of childbirth, affecting
80% of women after a vaginal birth. However, there is a
lack of evidence regarding the care of women following
CRPT. Specifically, there is a lack of understanding
regarding appropriate postnatal CRPT management,
wound assessment and treatment of complications.

To improve maternal outcomes, this qualitative study
aims to explore women’s and healthcare professionals’
(HCPs) views and experiences of current CRPT wound
management and healing to understand what they
would want from an assessment tool and related care
pathway being developed by the Chapter programme of
research.

Methods and analysis A qualitative study guided by

an interpretive descriptive approach will be undertaken

to explore the views and experiences around CRPT. This
will be conducted through individual interviews and

focus groups with women (n~40 participants) who have
experienced CRPT within the last 12 months and individual
interviews with HCPs (n~25) who care for women

who have experienced CRPT. Supported by specialist
interpreters where needed, data collection will be audio
recorded and transcribed. Data will initially be analysed
using codebook thematic analysis for targeted analysis
and then using the Framework Method to facilitate a
systematic and flexible exploration of themes within and
between groups.

Ethics and dissemination This study has received
ethical approval from the University of Birmingham
Science, Technology, Engineering and Mathematical
Ethics Review Committee (ERN_23-0666). Supported

by a Patient Advisory Group, this study will contribute

to the overall outputs and dissemination of the Chapter
programme of research, including a core outcome set for
trials investigating the care of women experiencing CRPT,
the development of a Wound Assessment Tool, professional
resources and guidelines for best practice and patient
resources. Findings will be disseminated via conference
presentations, peer-reviewed publications, the National
Institute for Health and Care Research Journals Library,

,"® Chapter Collaborative Group

STRENGTHS AND LIMITATIONS OF THIS STUDY

= Robust data collection will be supported by the use
of discussion guides co-designed with the Patient
Advisory Group (PAG) comprising women who have
experienced childbirth-related perineal trauma
(CRPT) and healthcare professionals (HCPs) who
care for women who have experienced CRPT.

= Study findings will be strengthened by the diverse
sample of women and HCPs that will be recruited
for the study.

= Data analysis will be conducted by experienced
qualitative health researchers, with data interpre-
tation supported by the PAG and wider multidisci-
plinary Chapter collaborative group.

= Recruitment and data collection with women who
have experienced CRPT in the last 12 months may
be challenging due to recall issues, the potential
impact of CRPT on their health, and their parenting
responsibilities.

= Recruitment of HCPs may be problematic due to the
burden of clinical responsibilities on National Health
Service professionals.

relevant media platforms and plain language summaries,
including infographics.
ISRCTN registration number 45172.

INTRODUCTION

Childbirth-related perineal trauma (CRPT) is
a vaginal/perineal tear or graze that occurs
during vaginal birth. The tears can either
occur spontaneously during birth or occur
due to a cut (episiotomy) performed by a
doctor or midwife to make the opening of the
vagina wider to facilitate birth (eg, during an
assisted (forceps/ventouse) delivery). CRPT
is the most common complication of child-
birth, affecting 85% of women after a vaginal
birth, with known risk factors for occurrence
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and severity, including first vaginal birth, Asian ethnicity,
operative birth, fetal malposition and birth weight above
4 kg." Episiotomies make up 26% of all CRPT*” and are
the most frequently performed surgical procedure glob-
ally.* In England, 75% of women (450 000 women per
annum) require stitches to repair CRPT.*° Short-term
complications, such as infection and dehiscence, are
experienced by 6% of women with CRPT, and longer-
term consequences, such as incontinence, are reported.’

Despite its high prevalence and potential morbidity,
research into CRPT management is lacking® and, to
date, has focused mainly on trying to prevent CRPT and
improving immediate management at the time of repair.”
Research related to postnatal management has largely
focused on severe tears involving anal sphincter injury,
commonly referred to as obstetric anal sphincter inju-
ries,” aiming to reduce complications related to faecal
incontinence. For tears not involving the anal sphincter,
research has been almost exclusively related to pain
management.”? There is little qualitative or quantitative
research related to which women might be more likely
to suffer physical complications, the range of long-term
health problems experienced and the care and manage-
ment required.'’ There is limited dialogue on how, where
and when women access follow-on care or treatment
for CRPT. Indeed, current literature suggests that there
is limited information or support for women who have
concerns or complications related to CRPT."!

Reviews of women’s experiences of CRPT report various
physical and emotional impacts."' ' Women report that
issues such as pain and incontinence can affect their
ability to parent as desired."’ ' Women have also reported
feeling or being isolated by the impact of CRPT,' '* this
being especially true when incontinence is experienced."”
Further, psychological impacts'* include anxiety around
future pregnancies and births.”” ' Experiencing CRPT
restricts women'’s social'! and recreational activities, such
as exercise,’” and has a direct negative effect on their
sexual relationships, such as reducing frequency and
enjoyment.'? 10

Women in the UK are commonly under midwifery
care for the first few postnatal weeks, with support then
passing to a health visitor. The routine 6-8 week maternal
postnatal check is the responsibility of a woman’s general
practitioner (GP), who is also a gatekeeper to appro-
priate specialist referral.'” Evidence of healthcare profes-
sional (HCP) views and experiences of CRPT care is
limited and narrow in scope, predominantly focussing on
midwives,"® ™ with the views and experiences of specialist
HCPs who may assess and treat women with complications
related to CRPT, such as obstetricians and physiothera-
pists, largely absent from current qualitative evidence.

There is some qualitative evidence of women’s views
and experiences of care for CRPT, with women reporting
a lack of consistency of healthcare pathways and variable
skills and attitudes of the HCPs working with them.'
Women also report being dissatisfied with follow-up care
for CRPT, particularly highlighting a lack of information

and adequate support.'’ '* ' The National Institute
for Health and Care Excellence (NICE) recommends
research to determine what perineal symptoms (partic-
ularly pain) should prompt further assessment and
management and the development of tools to support
the process."' Improvement in CRPT care provision has
the potential to alleviate unnecessary worry for women,
improve outcomes, increase healthcare efficiency by
streamlining services and reduce National Health Service

(NHS) costs (eg, each hospital readmission costs the NHS

£589, an outpatient visit £172 and a GP visit £64).%'

The qualitative study presented in the current protocol
forms a work package within the wider Chapter research
programme, which is funded by the programme grant
for Applied Health Research, National Institute for
Health and Care Research (NIHR), 202869. The Chapter
programme aims to optimise the care of women following
CRPT and seeks to address NHS priorities, including
ensuring patients receive the right care in the right
place, at the right time; providing patients earlier diag-
noses and more control over staying well and preventing
illness and tackling health inequalities.” * To address
these programme aims, the Chapter includes a range of
research, including a quantitative cohort study assessing
outcomes for women after CRPT** and a systematic review
and analysis of current evidence on CRPT treatment and
postnatal management. Furthermore, understanding
how current CRPT care is experienced and perspectives
on how care could be enhanced to improve maternal
outcomes is explored by qualitative enquiry. The present
empirical qualitative study aims to explore women’s and
HCPs’ views and experiences of CRPT wound manage-
ment and healing to understand what they would want
from a wound assessment tool (WAT) and related care
pathways. Objectives for the qualitative study are:

1. To explore the experience of CRPT and postnatal ma-
ternity care (relevant to women and HCPs).

2. To identify concerns and worries relating to CRPT (rel-
evant to women and HCPs).

3. To explore and identify outcomes that are important
in relation to CRPT (relevant to women and HCPs).

4. To determine what HCPs would want from a WAT, what
does a tool look like (eg, time points, delivery method
and information required for decision) and find out
how they would feel about using a WAT.

5. To investigate what women would want from a care
pathway involving a WAT (eg, how and when it is/
should be used, what thresholds should prompt a
change to the pathway and what care pathways are ac-
ceptable to them).

6. To explore HCPs' views on examples of existing WATSs,
for example: episiotomy healing assessment, Redness,
Oedema, Ecchymosis, Discharge, Approximation
(REEDA),? Pressure Ulcer Scale for Healingg6 and
Oxford wound healing pathway®’.

7. To find out what HCPs would want from a care path-
way involving a WAT (eg, how they would wish the tool
to guide their practice, thresholds for a change in the
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pathway, where the tools would sit and how they could
refer on and escalate care if needed).

METHODS AND ANALYSIS

Design

This qualitative study will be guided by an interpre-
tive descriptive (ID) approach.” ID is aligned with a
constructivist and naturalistic orientation to inquiry,”
the purpose of which is to capture themes and patterns
within subjective perceptions and generate an interpre-
tive account capable of informing clinical understanding
and decision-making.*®

Setting

This study will run across the UK to help facilitate diver-
sity in the sample of women and HCPs, with a view to the
findings being credible and transferable.

Eligibility criteria

Women

1. Inclusion criteria: cis women, aged 18 years and above,
residents in the UK, have experienced CRPT in the
last 12 months and speak English or one of the six
most spoken languages in healthcare settings in the

West Midlands (eg, Romanian, Urdu, Bengali, Polish,

Arabic and/or Hindi).

2. Exclusion criteria: transgender men and inability to
provide consent.

Inclusion criteria rationale: the time limit around a
diagnosis of CRPT in the last 12 months will help to facil-
itate recall of ‘recent’ experiences and the participation
of women who may have struggled to participate in the
earlier postnatal months and provide insight into the
potential long-term impacts of CRPT. Loss of the infant
will not exclude a woman from participation, as the exclu-
sion of bereaved women could undermine their identity
as a parent and direct experience of CRPT. For some,
participation in research following bereavement can be
meaningful and can be handled sensitively and reflect
the participant’s needs.” We have purposively chosen
not to include transgender men in the study, although we
recognise that this may be exclusionary. However, trans-
gender men may experience complications exacerbated
by hormonal and physical changes that are beyond the
scope of our current study.

Healthcare professionals (HCPs)

1. Inclusion criteria: participants will have to be NHS-
registered HCPs, aged 18 years and above, currently
involved in the provision of care in the NHS to women
in the perinatal period.

2. Exclusion criteria: inability to consent, student (eg,
none registered) HCPs.

Inclusion criteria rationale: including qualified profes-
sionals working with women across the perinatal period
(prenatal, antenatal, intrapartum and postnatal) will
ensure a broad and comprehensive exploration of CRPT
and wound management.

Sampling and recruitment

Purposive sampling will be used to facilitate the reali-
sation of diversity among the participants such that the
study findings are transferable. Snowballing® will also be
used to allow participants to use their networks to provide
arich context for the study and further facilitate potential
diversity.

To reflect the diversity of the maternal population, we
aim to include women with a range of different demo-
graphic characteristics related to region (urban/rural),
ethnicity, first language, index of multiple deprivations
((IMD) in England only)/socioeconomic status, body
mass index (BMI) and smoker/non-smoker. Likewise, to
capture the range of maternal experiences of care, we will
aim to include a range of CRPT characteristics related to
time since childbirth (<6 months or 7-12 months), type
of CRPT, parity, follow-up care accessed at the time of
delivery, mode of delivery (unassisted/assisted) and CRPT
complication (breakdown/infection/revision required).

Pathways for recruiting women have been informed by
discussions with the Chapter programme Patient Advisory
Group (PAG). Women will be recruited via social media
(eg, but not limited to, Twitter, Facebook, Instagram and
Snapchat). We will also target recruitment via parent
(mother) and baby groups across the West Midlands (as
this is where the research team is based). Such parent
and baby groups will be asked to advertise and promote
the study via their own channels on our behalf, and we
may attend sessions in person to directly recruit eligible
women. Various appropriate organisations, such as chari-
ties and community organisations (eg, The MASIC Foun-
dation which supports women who have suffered serious
injuries during childbirth) will also advertise the research
on our behalf.

Where recruitment of women is face to face (eg, in
mother and baby groups), potential participants will be
provided with written and verbal information about the
study by members of staff and/or the research team. They
will also be given the contact details of the research team
to pass on to any other potential participants (eg, snow-
balling). Participants who self<identify via adverts and
social media will be encouraged to contact the research
team directly if they wish to know more and/or partic-
ipate. More detailed information will then be sent (eg,
participant information leaflet) via email, phone or social
media interaction. Participant facing materials, including
consent forms, will be available in English and a further
six of the most spoken languages in healthcare settings in
the West Midlands (eg, Romanian, Urdu, Bengali, Polish,
Arabic and/or Hindi).

We aim to include HCPs with a range of characteristics
related to type of clinician, years qualified, community/
primary/secondary/tertiary care provider, region within
which they provide care (urban/rural), IMD quintile of
practice (in England) and clinician gender. HCPs will be
identified via the research teams’ personal and profes-
sional networks, social media advertising and promotion
via appropriate Royal colleges. Study information (eg,
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participant information leaflet) will be sent to HCPs as
part of the direct approach from the research team.

Reasonable steps will be taken to ascertain that partic-
ipants are genuine women or HCPs with experience of
CRPT, such as verifying contact details, including a UK
address or telephone number, checking HCPs’ names
against professional registers, meeting the participant
face-to-face or on video prior to data collection, checking
email contacts (to review the time zones sent from) and
providing thank-you vouchers that are redeemable in
UK-only stores.™

Anticipated sample sizes

We anticipate up to 40 women participants who have
sustained any form of CRPT and up to 25 HCPs who are
providing CRPT care to women. Numbers will remain
flexible to ensure that the overall sample and associated
data have sufficient information power to develop new
knowledge in relation to the research objectives.”

Consent

Written informed consent will be sought wherever
possible. In cases where the study-related paperwork
has not been received, is not fully completed or there
are issues around English or digital literacy, then we will
seek alternative forms of informed consent, including
electronic (eg, returning a scan or photo of the consent
form) or verbal (eg, where the consent form will be read
out in full and audio recorded at the start of the interview
or focus group (FG) in a different audio file to that of the
data collection). Informed consent (including written,
electronic and/or verbal) will gain permission for agree-
ment to participate, demographic data collection, audio-
recorded dialogue of discussion and anonymised data
sharing for further research. At the beginning of each
audio recording, participants will be asked to verbally
(re)confirm consent.

The participant information leaflet will clearly state
that participants are able to withdraw from the project
at any time without needing to justify the reasons and
how they need to do this (eg, by contacting the research
team directly). If they choose to withdraw within 2 weeks
of the data collection event, they will be informed that
their data, where possible (as this can be challenging
in the context of a group discussion), will be securely
destroyed. If they choose to withdraw after 2 weeks, then
they will be informed that their anonymised data will still
be used in the project, as their information will already
have been incorporated into the ongoing analysis. The
consent form requires participants to confirm that they
have understood that they are able to withdraw. FG and
interview facilitators will reiterate the terms of withdrawal
before the start of data collection.

Women and HCPs will be offered vouchers as an appre-
ciation of their time (£25 for an interview and £40 for
FG participation). Participants who choose to withdraw
before the data collection event (eg, interview or FG)
will not be offered any compensation. Participants who

contribute to data collection will be compensated, even if
they subsequently withdraw. Provision is available to cover
reasonable childcare and travel expenses for women if
this supports participation.

Data collection

Discussion guides (online supplemental file 1 (women)
and online supplemental file 2 (HCPs)) will be used to
support data collection and have been developed using
prior literature, wider study objectives, discussions with
the research team, feedback from the PAG and piloting
guides with an eligible HCP and woman.

Aligned with the preferences expressed by our PAG,
individual interviews and FGs will be used to facilitate
data collection with women. Given the sensitive nature of
the subject and to ensure an inclusive approach, we will
offer women the choice of their preferred data collection
method (eg, face-to-face, by telephone or via a video call).
We will use trained specialist interpreters to help facilitate
participation in up to six different languages to aid diver-
sity in the sample and to ensure that the voices of women,
where English is not their first language, can be heard.

We will use semistructured interviews (face-to-face, by
telephone or via a video conferencing platform such as
Zoom or Teams) to facilitate data collection with HCPs
(eg, but not limited to, community and hospital midwives,
health visitors, physiotherapists, GPs and obstetricians).

We anticipate that we will use a blended approach of
face-to-face and virtual data collection to facilitate choice
and to maximise the facilitation of many interviews and
FGs over a short time. There is growing evidence that
rapport can be readily established using remote tech-
niques and that the flexibility and adaptability afforded
by technology minimise inconvenience and disruption to
participants.”** This may be particularly helpful for HCPs
with busy schedules and women who need to provide
care for their child(ren). We will also ensure that women
(and HCPs if needed) are supported to participate, for
example, by sending out guidance and offering a trial run
with a researcher to use the data collection platform.

Participants will be asked to complete a short demo-
graphic questionnaire to facilitate sampling and descrip-
tion of the participating sample. For women, this will
include questions on location, age, first language, gender
identity, sexual orientation, ethnicity, education, smoking
status, BMI, type of birth and circumstances of the CRPT.
For HCPs, this will include questions on location, age,
gender identity, sexual orientation, ethnicity, clinician
role and frequency of providing CRPT care. Following
advice from the PAG, we added information for partic-
ipants as to why the collection of this data is important
for understanding the study sample and to inform trans-
ferability. Interviews and FGs will be audio recorded and
transcribed clean verbatim by an external specialist tran-
scription company thatis compliant with the General Data
Protection Regulations (GDPR). We will quality assure
the interpretation in non-English data collection events
by having the same question and associated participant
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responses (approximately 5-10 min) in each language
transcribed, translated and checked. The remainder of
the interview or FG will only have the English parts of the
discussion transcribed. Non-English speaking participant
views will be interpreted into English by the professional
interpreter during the interview or FGs. Data collection
and initial analysis will take place iteratively,” with data
collection continuing until the research team judges that
the data and sample have sufficient depth and breadth to
address the study’s aim.”” Data collection and analysis will
be conducted by proficient qualitative health researchers
who have experience working with women and HCPs
regarding sensitive health topics.

Data analysis

The initial targeted analysis will use codebook thematic
analysis to inform subsequent work packages within the
Chapter programme looking at WAT development and
outcome measures. Codebook thematic analysis is a
method for effectively identifying relevant data for each
domain of interest. Such domains have been identified
from prior literature, research objectives and familiarisa-
tion of the data in question.37 Further experiential data
analysis will then be informed by the Framework Method
(FM)* % to facilitate a systematic and flexible approach
to facilitate exploration of themes and patterns within
and between the groups of interest. The FM is not aligned
with a particular epistemological, philosophical or theo-
retical stance (ie, it is a-theoretical); rather, it is a flexible
tool that facilitates the generation of themes.® Tt can,
therefore, be adapted for use with ID methodology as ID
aims to identify thematic patterns and commonalities,
as well as account for individual variation in experience
within the interpretive account. Data management will
be supported by the use of NVivo software and inductive
analysis will be guided by the seven stages of FM proposed
by Gale et al® (1) transcription, (2) familiarisation, (3)
coding, (4) development of a working analytical frame-
work, (5) application of the analytical framework, (6)
charting data in the framework matrix and (7) interpre-
tation of data."’

This study aims to support the development of a CRPT
WAT and related care pathway, both of which will have
to meet the needs of a diverse range of women as service
users and HCPs as care providers. Data will be analysed
for women and HCPs as collective groups; no subanalysis
based on sample characteristics is planned. However, in
line with good practice for presenting thematic findings,
any clear differences within the sample will be highlighted
in the study write up.

Patient and public involvement

The Chapter programme PAG, comprising 11 women
who have experienced CRPT, has been established. It
has met quarterly since its inception, interspersed with
specific individual work tasks. The PAG has been actively
involved in designing and writing study documentation
for the present qualitative study. For example, the group

advised on the design of recruitment adverts for the study
by providing a critical review of all participantfacing
materials, including the addition of signposts to support
women experiencing distress. They helped to co-produce
the discussion guides and demographic questionnaires,
ensuring the study, which is in a sensitive topic area, is
acceptable to a diverse range of women.

The PAG will continue to provide guidance on recruit-
ment, acceptability and problem-solving support. As the
project progresses, they will provide invaluable insight
into the interpretation of study data and help share find-
ings. We have captured the impact our PAG has made on
the Chapter study using the public involvement and in
research impact toolkit (PIRIT) toolkit."!

Data management

The University of Birmingham is the nominated sponsor
and data controller of this study. All members of the
research team will comply with the principles of the UK
GDPR 2018 and maintain up-to-date Good Clinical Prac-
tice training. The study will adhere to the relevant data
protection policies of the University of Birmingham. All
data collected on paper, including consent forms, will
be stored securely in a locked cabinet in a locked room
only accessible to the research team and relevant regu-
latory authorities. All data collected in electronic format
will be stored in secure networks or encrypted password-
protected computers. All data will be held securely in the
custody of the Chapter study work package/programme
leads for a minimum of 10 years after publication of the
main Chapter programme results in accordance with the
University of Birmingham Research Data Management
Policy.

Confidentiality will be assured throughout and after the
project except for instances of participant disclosure of
the risk of harm or where there is a need for safeguarding
intervention. Participants will be informed of this via
the participant information leaflet and will be provided
with an opportunity to discuss this prior to participation.
The research team, where appropriate, will also try to
discuss the need to break confidentiality if disclosure of
harm occurs. The translation and transcribing compa-
nies will be subject to a confidentiality/personal data
transfer agreement. Confidentiality will be maintained
in all outputs of the project, including publications.
Quotes used in publications will use the unique study ID
or culturally appropriate pseudonyms. The identifier key
will be stored separately from identifiable data.

Data collected from participants who later decide to
withdraw their contributions within 2 weeks of the data
collection will be securely destroyed (where possible).
An individual interview will be deleted from the audio
recorder/remote platform. For FGs, where it may be diffi-
cult to delete the audio responses of an individual partic-
ipant who has withdrawn, the participant’s contributions
will be redacted on the transcript and will not be consid-
ered for analysis.
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Risks

Given the potentially sensitive issues that may emerge
in discussions, our experienced qualitative researchers
will undertake data collection guided by Dempsey et al’s
framework of essential elements for conducting qualita-
tive research.* Distressing topics will be handled sensi-
tively, and the study-specific distress pathway will be
followed,* including signposting to additional support as
appropriate. Professional language interpreters used by
the study will receive specific training from the research
team (potentially with support from the PAG) related to
CRPT, study processes, including consent, and how the
interviews and FGs need to be interpreted with a focus
on conceptual equivalence rather than word-for-word or
literal translation.” A debrief between the researcher(s)
and the interpreter will be held after each interview or
FG to identify any interpretation issues, as appropriate.
Where practicable, we will try to use only a small pool of
interpreters to support efficacy.

Author affiliations

"Department of Applied Health Sciences, School of Health Sciences, College of
Medicine and Health, University of Birmingham, Birmingham, UK

%Department of English Language and Linguistics, School of English, Drama and
Creative Studies, College of Arts and Law, University of Birmingham, Birmingham,
UK

%Birmingham Women’s Hospital, Birmingham, UK

“NIHR Applied Collaboration West Midlands, Birmingham, UK

SWarwick Medical School, University of Warwick, Coventry, UK

X Laura Jones @drlauraljones

Acknowledgements The qualitative study team would like to acknowledge the
valuable input of the Chapter Patient Advisory Group in the design of the study and
recruitment materials. Likewise, the team would like to recognise feedback and
guidance from the wider Chapter Collaborative Group.

Collaborators Sara Webb (Royal College of Midwives, UK); John Maltby (School of
Psychology and Vision Sciences, University of Leicester, UK); Nicola J Adderley (1.
Department of Applied Health Sciences, University of Birmingham, UK; 2. National
Institute for Health and Care Research (NIHR) Birmingham Biomedical Research
Centre, UK); Alice Sitch (1. Department of Applied Health Sciences, University of
Birmingham, UK; 2. NIHR Birmingham Biomedical Research Centre, University
Hospitals Birmingham NHS Foundation Trust and University of Birmingham,

UK); Olalekan Lee Aiyegbusi (1. Centre for Patient Reported Outcomes Research
(CPROR), Department of Applied Health Sciences, University of Birmingham, UK;

2. NIHR Birmingham Biomedical Research Centre (BRC), University Hospitals
Birmingham NHS Foundation Trust and University of Birmingham, UK; 3. NIHR
Applied Research Collaboration (ARC) West Midlands, University of Birmingham,
Birmingham, UK; 4. NIHR Blood and Transplant Research Unit (BTRU) in Precision
Transplant and Cellular Therapeutics, University of Birmingham, Birmingham, UK);
Marian Knight (National Perinatal Epidemiology Unit, University of Oxford, UK);
Krishnarajah Nirantharakumar (1. Department of Applied Health Sciences, University
of Birmingham, UK; 2. NIHR Birmingham Biomedical Research Centre, UK; 3. Health
Data Research UK (HDRUK), London, UK); Amie Wilson (Department of Metabolism
and Systems Research, University of Birmingham, UK).

Contributors LJ: design of methodology; funding acquisition; overseeing protocol
development, related revisions and associated manuscript; corresponding

author and guarantor responsible for the finished work and decision to publish.
AD: supported protocol development and redrafted the manuscript (including
online supplemental files) from draft to final submission. SW: supported initial
protocol development and drafted the initial manuscript. VHM: conceptualisation;
funding acquisition and overseeing development of protocol as part of the

wider Chapter programme. RKM: conceptualisation; funding acquisition and
overseeing development of protocol as part of the wider Chapter programme. JW:
supported methodology development and related protocol revisions. SH: design of
methodology; funding acquisition; protocol development and related revisions and

associated manuscript preparation. Chapter collaborative group: conceptualisation
and overseeing the development of protocol as part of the wider Chapter
programme. All named authors: provided critical review of the manuscript; have
approved the final version and agree to be accountable for all aspects of the work.

Funding This study is funded by the National Institute for Health and Care
Research (NIHR) (Programme Grants for Applied Research (202869)).

Disclaimer The views expressed are those of the author(s) and not necessarily
those of the NIHR or the Department of Health and Social Care.

Competing interests None declared.

Patient and public involvement Patients and/or the public were involved in the
design, conduct, reporting or dissemination plans of this research. Refer to the
Methods section for further details.

Patient consent for publication Not applicable.

Ethics and Dissemination This study has received ethics approval from the
University of Birmingham Science, Technology, Engineering and Mathematical
Ethics Review Committee (ERN_23-0666). Voluntary informed consent to participate
and have data audio recorded will be gained from all participants.The core output
for this study will contribute to the overall outputs and dissemination of the Chapter
programme of research including a core outcome set for trials investigating care

of women experiencing CRPT, development of a WAT, professional resources and
guidelines for best practice and patient resources. Findings will be disseminated
via conference presentations, peer-reviewed publications, NIHR journals library and
relevant media platforms including plain English summaries and infographics.

Provenance and peer review Not commissioned; externally peer reviewed.

Supplemental material This content has been supplied by the author(s). It has
not been vetted by BMJ Publishing Group Limited (BMJ) and may not have been
peer-reviewed. Any opinions or recommendations discussed are solely those

of the author(s) and are not endorsed by BMJ. BMJ disclaims all liability and
responsibility arising from any reliance placed on the content. Where the content
includes any translated material, BMJ does not warrant the accuracy and reliability
of the translations (including but not limited to local regulations, clinical guidelines,
terminology, drug names and drug dosages), and is not responsible for any error
and/or omissions arising from translation and adaptation or otherwise.

Open access This is an open access article distributed in accordance with the
Creative Commons Attribution 4.0 Unported (CC BY 4.0) license, which permits
others to copy, redistribute, remix, transform and build upon this work for any
purpose, provided the original work is properly cited, a link to the licence is given,
and indication of whether changes were made. See: https://creativecommons.org/
licenses/by/4.0/.

ORCID iDs

Laura Jones http://orcid.org/0000-0002-4018-3855
Amy Delicate http://orcid.org/0000-0001-9588-5857
Susan Waigwa http://orcid.org/0000-0002-2725-9472
Sarah Hillman http://orcid.org/0000-0002-3560-2074

REFERENCES

1 Webb S, Sherburn M, Ismail KMK. Managing perineal trauma after
childbirth. BMJ 2014;349:96829.

2 NHS Digital. NHS maternity statistics 2018-19. Health and Social
Care Information Centre, 2019. Available: https://digital.nhs.uk/data-
and-information/publications/statistical/nhs-maternity-statistics/
2018-19

3 NMPA Project Team. National maternity and perinatal audit: clinical
report 2019. London: RCOG, 2019. Available: https://www.hqip.org.
uk/resource/national-maternity-and-perinatal-audit-nmpa-clinical-
report-2019/

4 Aguiar M, Farley A, Hope L, et al. Birth-Related Perineal Trauma in
Low- and Middle-Income Countries: A Systematic Review and Meta-
analysis. Matern Child Health J 2019;23:1048-70.

5 Smith LA, Price N, Simonite V, et al. Incidence of and risk factors for
perineal trauma: a prospective observational study. BMC Pregnancy
Childbirth 2013;13:59.

6 Kettle C, Dowswell T, Ismail KM. Continuous and interrupted
suturing techniques for repair of episiotomy or second-degree tears.
Cochrane Database Syst Rev 2012;11:CD000947.

7 Parsons J, Eccles A, Bick D, et al. Women'’s experiences of anal
incontinence following vaginal birth: A qualitative study of missed
opportunities in routine care contacts. PLoS One 2023;18:e0287779.

6

Jones L, et al. BMJ Open 2025;15:€088248. doi:10.1136/bmjopen-2024-088248

'salfojouyoal Jejiwis pue ‘Buiurel) |y ‘Buluiw erep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybluAdoos Agq paloslold

" PIOJXO 40
AusIaAluN By JO SalteIqIT UBIBIPOY Te GZ0Z ‘9T AeW U0 /wo:[wq uadolway/:diy woij papeojumoq "szZoz 11dy Gz Uo 8v2880-720z-uadolwa/9eTT 0T Se paysijgnd isiy :uado CING


https://x.com/drlauraljones
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
http://orcid.org/0000-0002-4018-3855
http://orcid.org/0000-0001-9588-5857
http://orcid.org/0000-0002-2725-9472
http://orcid.org/0000-0002-3560-2074
http://dx.doi.org/10.1136/bmj.g6829
https://digital.nhs.uk/data-and-information/publications/statistical/nhs-maternity-statistics/2018-19
https://digital.nhs.uk/data-and-information/publications/statistical/nhs-maternity-statistics/2018-19
https://digital.nhs.uk/data-and-information/publications/statistical/nhs-maternity-statistics/2018-19
https://www.hqip.org.uk/resource/national-maternity-and-perinatal-audit-nmpa-clinical-report-2019/
https://www.hqip.org.uk/resource/national-maternity-and-perinatal-audit-nmpa-clinical-report-2019/
https://www.hqip.org.uk/resource/national-maternity-and-perinatal-audit-nmpa-clinical-report-2019/
http://dx.doi.org/10.1007/s10995-019-02732-5
http://dx.doi.org/10.1186/1471-2393-13-59
http://dx.doi.org/10.1186/1471-2393-13-59
http://dx.doi.org/10.1002/14651858.CD000947.pub3
http://dx.doi.org/10.1371/journal.pone.0287779
http://bmjopen.bmj.com/

8

10

11

12

13

14

20

21

22

23

24

Royal College of Obstetricians and Gynaecologists. Management
of third and fourth degree tears. Green top guideline no 29. 2020.
Available: https://www.rcog.org.uk/en/guidelines-research-services/
guidelines/gtg29/

Royal College of Obstetricians and Gynaecologists. The OASI

care bundle project. 2020. Available: https://www.rcog.org.uk/en/
guidelines-researchservices/audit-quality-improvement/third--and-
fourth-degree-tears-project/

National Institute for Health and Care Excellence. Postnatal care
[Ng194] evidence reviews. 2021. Available: https://www.nice.
org.uk/guidance/ng194/evidence/evidence-reviews-april-2021-
9076791277?tab=evidence

Crookall R, Fowler G, Wood C, et al. A systematic mixed studies
review of women’s experiences of perineal trauma sustained during
childbirth. J Adv Nurs 2018;74:2038-52.

d’Almeida I. Women’s experiences following obstetric

anal sphincter injury. J Pelvic Obstet Gynaecol Physiother
2020;127:39-50.

MacLellan J, Fourie S. The lived experience of women with faecal
incontinence after childbirth: a thematic synthesis. Prim Health Care
2019;29:35-9.

Darmody E, Bradshaw C, Atkinson S Dr. Women'’s experience of
obstetric anal sphincter injury following childbirth: An integrated
review. Midwifery 2020;91:102820.

Roman MP, Aggarwal S, Doumouchtsis SK, et al. A systematic review
and meta-synthesis of qualitative studies on childbirth perineal
trauma for the development of a Core Outcome Set. Eur J Obstet
Gynecol Reprod Biol 2023;290:51-9.

Priddis H, Dahlen H, Schmied V. Women'’s experiences following
severe perineal trauma: a meta-ethnographic synthesis. J Adv Nurs
2013;69:748-59.

National Institute for Health and Care Excellence. Postnatal care
NICE guideline. 2021. Available: www.nice.org.uk/guidance/ng194
Bick DE, Ismail KM, Macdonald S, et al. How good are we at
implementing evidence to support the management of birth related
perineal trauma? A UK wide survey of midwifery practice. BMC
Pregnancy Childbirth 2012;12:57.

Lindberg I, Mella E, Johansson J. Midwives’ experiences of sphincter
tears. Br J Midwifery 2013;21:7-14.

MaclLellan J, Gould J, Lewis-Tulett S. Midwifery assessment of

the perineum after childbirth: an exploration of competence and
confidence. TPM 2021;24.

National Health Service (NHS) England. NHS reference costs
2018/19. 2018. Available: https://www.england.nhs.uk/national-cost-
collection/#ncc1819

Patel KCR, Hanif W. Ethnic health inequalities in the NHS. BMJ
2022;376:0607.

Regmi K, Mudyarabikwa O. A systematic review of the factors

- barriers and enablers - affecting the implementation of clinical
commissioning policy to reduce health inequalities in the National
Health Service (NHS), UK. Public Health (Fairfax) 2020;186:271-82.
Hodgetts Morton V, Man R, Perry R, et al. Childbirth Acquired
Perineal Trauma study (CHAPTER): a UK prospective cohort study
protocol. BMJ Open 2024;14:e086724.

25

26

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

Davidson N. REEDA: evaluating postpartum healing. J Nurse
Midwifery 1974;19:6-8.

Nix DH. Validity and reliability of the Perineal Assessment Tool.
Ostomy Wound Manage 2002;48:43-6, .

Oxford Health NHS Trust. Oxford wound healing pathway. 2018.
Available: https://www.oxfordhealth.nhs.uk/wp-content/uploads/
2015/08/Wound-healing-pathway-and-risk-assessment-tool-V2.pdf
Thorne S. The art (and science) of critiquing. In: Completing a
qualitative project: details and dialogue. 1997: 117-32.

Hunt MR. Strengths and challenges in the use of interpretive
description: reflections arising from a study of the moral experience
of health professionals in humanitarian work. Qual Health Res
2009;19:1284-92.

Deforges C. Research on stillbirth: back and forth between the
researcher’s and mother’s perspective. J Reprod Infant Psychol
2023;41:373-5.

Parker C, Scott S, Geddes A. Snowball sampling. SAGE Research
Methods Foundations, 2019.

Ridge D, Bullock L, Causer H, et al. “Imposter participants” in online
qualitative research, a new and increasing threat to data integrity?
Health Expect 2023;26:941-4.

Malterud K, Siersma VD, Guassora AD. Sample Size in Qualitative
Interview Studies: Guided by Information Power. Qual Health Res
2016;26:1753-60.

Drabble L, Trocki KF, Salcedo B, et al. Conducting qualitative
interviews by telephone: Lessons learned from a study of alcohol
use among sexual minority and heterosexual women. Qual Soc Work
2016;15:118-33.

Sivell S, Prout H, Hopewell-Kelly N, et al. Considerations and
recommendations for conducting qualitative research interviews
with palliative and end-of-life care patients in the home setting: a
consensus paper. BMJ Support Palliat Care 2019;9:e14.
Dicicco-Bloom B, Crabtree BF. The qualitative research interview.
Med Educ 2006;40:314-21.

Braun V, Clarke V. Reflecting on reflexive thematic analysis. Qual Res
Sport Exerc Health 2019;11:589-97.

Gale NK, Heath G, Cameron E, et al. Using the framework method
for the analysis of qualitative data in multi-disciplinary health
research. BMC Med Res Methodol 2013;13:117.

Ritchie J, Lewis J, Nicholls CM, et al. Qualitative research practice: a
guide for social science students and researchers. Sage, 2013.
Patton MQ. Qualitative research & evaluation methods: integrating
theory and practice. Sage publications, 2014.

Health and Care Research Wales. Public involvemnet in research
impact toolkit (PIRIT). 2023. Available: www.healthandcareresearc
hwales.org/about/news/public-involvement-research-impact-toolkit-
pirit

Dempsey L, Dowling M, Larkin P, et al. Sensitive Interviewing in
Qualitative Research. Res Nurs Health 2016;39:480-90.

Draucker CB, Martsolf DS, Poole C. Developing distress protocols for
research on sensitive topics. Arch Psychiatr Nurs 2009;23:343-50.
World Health Organization. Process of translation and adaptation of
instruments. 2020. Available: https://www.who.int/substance_abuse/
research_tools/translation/en

Jones L, et al. BMJ Open 2025;15:6088248. doi:10.1136/bmjopen-2024-088248

'salfojouyoal Jejiwis pue ‘Buiurel) |y ‘Buluiw erep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybluAdoos Agq paloslold

PI0JXO 4O
AusIaAluN By JO SalteIqIT UBIBIPOY Te GZ0Z ‘9T AeW U0 /wo:[wq uadolway/:diy woij papeojumoq "szZoz 11dy Gz Uo 8v2880-720z-uadolwa/9eTT 0T Se paysijgnd isiy :uado CING


https://www.rcog.org.uk/en/guidelines-research-services/guidelines/gtg29/
https://www.rcog.org.uk/en/guidelines-research-services/guidelines/gtg29/
https://www.rcog.org.uk/en/guidelines-researchservices/audit-quality-improvement/third--and-fourth-degree-tears-project/
https://www.rcog.org.uk/en/guidelines-researchservices/audit-quality-improvement/third--and-fourth-degree-tears-project/
https://www.rcog.org.uk/en/guidelines-researchservices/audit-quality-improvement/third--and-fourth-degree-tears-project/
https://www.nice.org.uk/guidance/ng194/evidence/evidence-reviews-april-2021-9076791277?tab=evidence
https://www.nice.org.uk/guidance/ng194/evidence/evidence-reviews-april-2021-9076791277?tab=evidence
https://www.nice.org.uk/guidance/ng194/evidence/evidence-reviews-april-2021-9076791277?tab=evidence
http://dx.doi.org/10.1111/jan.13724
http://dx.doi.org/10.7748/phc.2019.e1541
http://dx.doi.org/10.1016/j.midw.2020.102820
http://dx.doi.org/10.1016/j.ejogrb.2023.09.010
http://dx.doi.org/10.1016/j.ejogrb.2023.09.010
http://dx.doi.org/10.1111/jan.12005
www.nice.org.uk/guidance/ng194
http://dx.doi.org/10.1186/1471-2393-12-57
http://dx.doi.org/10.1186/1471-2393-12-57
http://dx.doi.org/10.12968/bjom.2013.21.1.7
http://dx.doi.org/10.55975/XANL4314
https://www.england.nhs.uk/national-cost-collection/#ncc1819
https://www.england.nhs.uk/national-cost-collection/#ncc1819
http://dx.doi.org/10.1136/bmj.o607
http://dx.doi.org/10.1016/j.puhe.2020.07.027
http://dx.doi.org/10.1136/bmjopen-2024-086724
https://pubmed.ncbi.nlm.nih.gov/17338109
https://pubmed.ncbi.nlm.nih.gov/17338109
https://pubmed.ncbi.nlm.nih.gov/15382413
https://www.oxfordhealth.nhs.uk/wp-content/uploads/2015/08/Wound-healing-pathway-and-risk-assessment-tool-V2.pdf
https://www.oxfordhealth.nhs.uk/wp-content/uploads/2015/08/Wound-healing-pathway-and-risk-assessment-tool-V2.pdf
http://dx.doi.org/10.1177/1049732309344612
http://dx.doi.org/10.1080/02646838.2023.2228095
http://dx.doi.org/10.1111/hex.13724
http://dx.doi.org/10.1177/1049732315617444
http://dx.doi.org/10.1177/1473325015585613
http://dx.doi.org/10.1136/bmjspcare-2015-000892
http://dx.doi.org/10.1111/j.1365-2929.2006.02418.x
http://dx.doi.org/10.1080/2159676X.2019.1628806
http://dx.doi.org/10.1080/2159676X.2019.1628806
http://dx.doi.org/10.1186/1471-2288-13-117
www.healthandcareresearchwales.org/about/news/public-involvement-research-impact-toolkit-pirit
www.healthandcareresearchwales.org/about/news/public-involvement-research-impact-toolkit-pirit
www.healthandcareresearchwales.org/about/news/public-involvement-research-impact-toolkit-pirit
http://dx.doi.org/10.1002/nur.21743
http://dx.doi.org/10.1016/j.apnu.2008.10.008
https://www.who.int/substance_abuse/research_tools/translation/en
https://www.who.int/substance_abuse/research_tools/translation/en
http://bmjopen.bmj.com/

	Exploring views and experiences of childbirth-­related perineal trauma: a qualitative study protocol for developing a wound management tool and care pathway
	Abstract
	Introduction﻿﻿
	Methods and analysis
	Design
	Setting
	Eligibility criteria
	Women
	Healthcare professionals (HCPs)

	Sampling and recruitment
	Anticipated sample sizes
	Consent
	Data collection
	Data analysis
	Patient and public involvement
	Data management
	Risks

	References


