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Study Design
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experiences of healthcare?
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STUDY FLOW CHART

EMPatH
ExaMining the Experiences of Transgender Patients and their Healthcare Professionals at Milton
Keynes University Hospital
IRAS Project ID: 327106

Patient identifies as Trans* or non-binary

Initial screening meeting between patient and researcher, identifying a specific hospital
episode, and a specific HCP

Initial screening meeting between the researcher and patient-

Patient and staff meet inclusion

Inclusion criteria:

Patientis >13 years old

Patient has capacity

Patient can identify an episode of care at
MKUH in the last 18 months that they wish to
explore

Patient can identify a current member of
MKUH staff willing to participate

Patient can speak and read English

Exclusion criteria:

Patient is <16 years old, and parent/guardian
does not consent

Patient has not attended MKUH in the last 18
months

Patient-identified MKUH staff member
declines to participate

Patient has significant visual impairment and
is unable to see toolkit photographs

Patient consent +/- Assent for minors
Staff consent

Patient and staff meet inclusion criteria

Patient and staff meet inclusion criteria

Face to face interview with Trans* patient,
using photo elicitation to answer the
discovery question generated through the PPI
focus group

Face to face interview with staff member,
using photo elicitation to answer the
discovery question generated through the
PPI focus group

Thematic analysis within pairings

Thematic analysis between pairings

|dentified themes translated into
recommendations for care policy and staff
training

|dentified themes translated into patient
information messaging
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STUDY PROTOCOL

EMPatH: ExaMining the Experiences of Transgender Patients And Their Healthcare

Professionals at Milton Keynes University Hospital

GLOSSARY OF TERMS

Transgender people are those who have been assigned one sex at birth, but who

identify as a different sex.

Gender non-conforming people are people who do not identify themselves as any

particular sex.

Gender fluid people are those who do not feel their sex is fixed to a certain point on
the spectrum, and may change from time to time, feling more masculine at one

fime, and more feminine at others, or neither.

Inter-sex babies are born with both male and female gonads. Previously, doctors
may have made an early decision about which sex to “enforce”. More recently, this
intervention happens less frequently, and children may continue to grow with both

sets, and be free to choose their sex later on in their lives.
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Table of Abbreviations

Al Appreciative inquiry

Trans® .Umbr.ello "rerm incorporating all those who do not conform to the gender
identity binary

Cl Chief Investigator

CV Curriculum Vitae

ED Emergency Department

GCP Good Clinical Practice

GIDS Gender Identity Development Service

GNC Gender non-conforming

GP General Practitioner

GRA Gender Recognition Act

GRC Gender Recognition Certificate

HCA Health Care Assistant

HCP Healthcare Professional

IRAS Integrated Research Application System

ISF Investigator Site File

LGBTQAI+ Lesbian, Gay, Bisexual, Transgender, Queer/Quesﬁoning_, Asegualt
Intersex, and others who do not conform to the gender identity binary

MKUH Milton Keynes University Hospital

MKUHFT Milton Keynes University Hospital Foundation Trust

NB Non-binary

P Principal Investigator

R&D Research and Development

REC Research Ethics Committee

SAE Significant Adverse Event

SOP Standard Operating Procedure

TNB Transgender and Non-binary

UH University of Hertfordshire

UK United Kingdom
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1 BACKGROUND

Empath is a single-site, open prospective study of the experiences of Trans* patients

and their healthcare staff during a specific hospital attendance at MKUH.

The Transgender, Gender-Diverse and non-binary (Trans*) population is an
increasingly visible community with unique healthcare needs. It is a demographic
found across society, many of whom also suffer inequalities within society, culture,

and healthcare.

Overall, acceptance of Trans* people in single-sex spaces and in public services is
increasing (Morgan et al, 2020). However, attitudes in the general population towards
Trans* people are mixed. Some people who do not consider themselves transphobic
are not against transphobia per se but still exhibit fransphobic attitudes in certain
circumstances (National Centre for Social Research, 2019). Negative and ambivalent
attitudes are not limited to the cis-gender (those whose gender identity matches their
assigned gender), straight community, but are also seen amongst lesbian and gay
communities (Wang-Jones et al, 2018). The Trans* community is the subject of
polarizing debate, which has been accused of being “about shutting down freedom
of expression and stifling discussion” (Doward, 2020). Intersectionality among Trans*
people (where multiple social categories such as race and sexuality interconnect)
increases the degree of “otherness” e.g., those who are poor, of colour, Trans*, and
disabled are lower in the societal hierarchy than those who are rich, white, cis, and
able-bodied (Hill and Ritz, 2021). This intersectionality can compound the effect of
barriers experienced by each societal group, increasing the marginalisation of Trans*

people, and further reducing their access to healthcare.

The Government Equalities Office (GEO) (2018) tentatively estimates that there are
approximately 200,000-500,000 Trans* people in the UK. Since 2004 when the Gender
Recognition Act came into effect, 4,210 trans people have been issued a Gender
Recognition Cerfificate (GRC) (GEO, 2018). In 2021 the National Census included the
question “Is the gender you identify with the same as your sex registered at birthe”, a
move that has been welcomed by many in the Trans* community as a positive step.
Of the 45,651,748 respondents, this data identified 262,113 over 16-year-olds whose

gender identify is anything other than “the same as sex registered at birth”.
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There is no current national Trans* monitoring information standard (LGBT Foundation,
2021) and this lack of accurate data on the size of the UK Trans* population, annual
numbers of hospital visits made by them, or the specific hospital services they

accessed, hampers research into their experiences in hospital.

Without accurate figures, it is difficult for service commissioners to plan for the needs
of Trans* people (House of Commons Women and Equalities Committee, 2019) and in
the absence of a baseline, budgets cannot be set, training cannot be put in place,
and outcomes cannot be measured. For example, there is no understanding of the
incidence of cervical cancer rates in Trans* men (Berner et al, 2021). This lack of data
and understanding contributes to the ongoing failure to address the needs of Trans*

people.

There is an increasing body of literature focusing on the experiences of Trans*
patients, the majority coming from Primary Care and mental health care, or

generically “healthcare”, rather than focusing on hospital care.

Requiring hospital care can make anyone feel vulnerable and anxious, but for Trans*
patients, the experience can be even more difficult. Trans* people fear being
misgendered in hospital (Brighton and Hove LGBT switchboard, 2015) and may be
unable to access sex-specific care (e.g., a frans* man needing cervical screening)
(Berner et al, 2021) as their documented gender may not match their physical body.
Many Trans* people do not have confidence in healthcare providers. Barriers include
a lack of frans-healthcare related knowledge, and discrimination from healthcare
professionals (Allison et al, 2021, Chisolm-Straker, 2017, White and Fontenot, 2019),
discriminatory attitudes, and widespread unconscious bias among health staff
(Somerville, 2015). Like all patients, Trans* people also need care for health concerns
that are not related to their sex, gender, or anatomy, but inappropriate curiosity,
ignoring, or failing to consider, specific needs (GEO, 2018), previous experience of, or
anficipated, stigma and discrimination (Berner et al, 2021), and a lack of aftention to
the patient voice, (Carlile, 2020) are all factors that can prevent access to
appropriate, safe, and dignified healthcare. Issues such as invisibility, erasure and
negation of identity (Kerr et al, 2021, Hoffkling et al, 2017) misgendering and using the

wrong hame (von Vogelsang et al, 2016), and care providers being unwilling, unable,
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or refusing, to provide care (Lee et al, 2022, Kosenko et al, 2013) create negative

experiences of healthcare.

Trans* patients report being subject to gender insensitivity (Callander et al, 2019,
Kosenko et al, 2013) enacted stigma (White and Fontenot, 2019), expressions of
stereotypical attitudes (Kerr et al, 2021, von Vogelsang et al, 2016) verbal abuse, and
forced care (Kattari et al, 2021 (b), Kosenko et al, 2013). This victimisation increases
with increased intersectionality (Kattari et al, 2021(a), Kattari et al, 2021 (b)) and
negative experiences are greater for non-binary patients than Trans* men (Markovic
et al, 2021).

Literature on the healthcare experiences of Trans* patients identifies consistent
themes, both negative and positive. Whilst much of the literature comes from
America, a similar picture is seen in Canada, and in Europe. Healthcare staff receive
little or no specific fraining (Mikulak et al, 2021), such as how to clarify gender
pronouns (Parameshwaran et al, 2017), or how to recognise and accommodate
Trans* patients in sex-segregated areas (Snelgrove et al, 2012). These issues may
occur because of healthcare workers' lack of understanding and knowledge (Allison
et al, 2021, Chisolm-Straker, 2017, von Vogelsang et al, 2016). Additionally, Western-
cenftric health policies that exclude queer, postcolonial or national identity
perspectives (Sekoni et al, 2022), racial disparities and intersectional insensitivity
(White and Fontenot, 2019) compound the barriers faced by individuals who belong

to multiple social groups.

A lack of institutional infrastructures that support gender-affirming care (Nair et al,
2021), such as specific Trans* healthcare related resources (Squires et al, 2022, Rolle et
al, 2021), gender-neutral restrooms (Grimstad et al, 2020), patient registration forms
that give options beyond the male/female binary, (Macdonald et al, 2019) and a
welcoming clinical environment (Baldwin et al, 2018) sends the message to patients

that their needs have not been prioritised.

It is important to recognise, however, that not all Trans* patients’ experiences are
negative. Positive experiences are created when staff use inclusive language (Rolle

et al, 2021, Baldwin et al, 2018), show respect (von Vogelsang et al, 2016), and
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demonstrate fraining and an understanding of Trans* patients (Chisolm-Straker et al,
2017).

There are few studies examining healthcare staff feelings and attitudes to caring for

LGBTQ patients (Domogauer et al, 2021) either in hospital or in wider healthcare.

There are a number of areas where Trans* peoples’ health is poorer than that of other
sectors of society. Trans* people are more at risk of mental health problems, including
self-harm, bullying, suicide attempts and successful suicide, yet find accessing mental
health services difficult (GEO, 2018). Differentiate a & b By engaging in more risky
sexual behaviours such as unprotected sex, or sex on drugs and alcohol, than their
cis-gender peers, Trans* people are at greater risk of sexually fransmitted infections,
unplanned pregnancies, and future infertility (Nahata et al, 2020). Home
circumstances may be unstable due to discrimination and lack of acceptance,
potentially leading to homelessness, which is both more hazardous to Trans* people,
and harder to escape from (The Albert Kennedy Trust, 2015). Trans* people
experience higher rates of domestic abuse than the general population (Stonewall,
2018, ONS, 2016), and are increasingly subject to Trans* identity hate crimes (Home
Office, 2019). These factors can contribute to worse mental than physical health
(Polonijo et al, 2020) vulnerability, avoidance of healthcare (Hobster and MclLuskey,
2020) and health attendance-related anxiety (Rolle et al, 2021, Thompson-Blume et

al, 2021) for Trans* people.

2 RATIONALE

Provision of Trans* healthcare is complicated by existing disciplinary divisions of
responsibilities within medicine (Snelgrove et al, 2012), few health professionals
identifying Trans* healthcare as an interest area, and specialist health services for
Trans* people being limited to major cities (Berner et al, 2021). LGBT+ inclusion,
including the education of staff in the health service, lacks strategic, organisation-
wide drive (House of Commons Women and Equalities Committee, 2019), adding to

the “postcode lottery” of appropriate healthcare availability.

The needs and experiences of vulnerable people, including Trans* people, are least
understood, and require extra investigative work. Examining the experiences of Trans*

patients is important to understand their perspectives, and to identify where their care
6
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can be improved. This may be in managing any complex care needs, addressing any

feelings of vulnerability, or ensuring privacy, dignity and confidentiality is maintained.

The examination of patient experience only became part of the approach to quality
with Lord Darzi's Next Stage Review (Department of Health, 2008) and it now serves as
a framework for the human experience of healthcare (Wolf et al, 2021). A good
experience of freatment, care, and support, along with clinical effectiveness and
patient safety, is essential to an excellent health service (NHS Improvement, 2018)

and can affect clinical outcomes and safety (Doyle et al, 2013).

3 THEORETICAL FRAMEWORK

The Empath study is a qualitative, appreciative inquiry into the experiences of Trans*
patients and the hospital staff who deliver their care. The study is qualitative to help o
address some of the challenges of investigating the social world (Bleiker et al, 2019)
by seeking an experiential understanding of complex interrelationships between key
participants, making new, significant, distinctions, leading to improved understanding
of the of the cases being studied (Aspers and Corte, 2019) of how hospital

attendances are experienced by the participant groups.

Recruitment will take place in MKUH, a medium-sized District General Hospital (DGH).
The participants will be identified using pseudo-anonymised numbers. The study will
be carried out over 5 years and part of a Professional Doctorate in Health and Social

Care at the University of Hertfordshire. Recruitment will take place over 2 years.

The results of this study have the potential to contribute to a greater understanding and
empathy between Trans* patients and healthcare staff in MKUH. This may reduce the
number, and severity, of negative experiences on the part of both groups. These are
not being measured as part of the Empath study, but it is anticipated that this will lead
to a reduction in stigma, and delayed access to care by Trans* patients, thus improving
health outcomes, reducing moral injury, and personal and professional discomfort in
staff. The output will inform training and policy at MKUH regarding the care of Trans*
patients, conscientious objection by staff, support of hospital staff, patients and visitors,

and the infrastructure of patient electronic care records.
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4 RESEARCH QUESTION/AIM(S)

Does understanding the emotions and feelings experienced by Trans* patients and
their healthcare professionals facilitate more positive experiences of healthcare?

41 Aim

To explore the experience of a hospital attendance at Milton Keynes University
Hospital (MKUH) from the dual points of view of a Trans* patient, and their healthcare
professional, to identify what is happening in the environment of the care event that

confributes to a good experience.

4.2 Objectives
To identify discrete healthcare events involving the care of Trans* patients.

To identify the patient, and a healthcare professional involved in that event.
To interview dyads consisting of a Trans* patient and their healthcare provider about
an identified hospital attendance to identify the feelings and emotions elicited by the

event.

43 Outcome
To identify what is happening when feelings and emotions are positive, and how this

can be transferred across the hospital.

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYIS

5.1 PICO table

Patients who identify as Trans* and have received an
episode of care in MKUH in the last 6 months.

P: Population
Staff members who have cared for a Trans* patient at

MKUH in the last 6 months.

Appreciative inquiry based interviews to elicit feelings
I: Intervention ) ) .
experienced during that episode of care

C: Comparator Inter- and intra-group analysis

Themes describing the feelings of the participants during
O: Primary Outcome )
the episode of care
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5.2 Data collection

Appreciative inquiry-based interviews will be carried out by the Principal Investigator.
These are to elicit feelings and emotions experienced during that episode of care.

The Core Question for the Ai interviews has been co-created with PPl groups.

Data will be recorded on a personal recording device which will be transferred to

secure, and password protected account.

5.3 Data analysis

The interview recordings will be transcribed by the Principal Investigator. Once
transcribed, the anonymised transcript along with fieldnotes, will be kept securely on
the University of Hertfordshire Microsoft OneDrive and the raw data audio files
deleted. Thematic analysis of the franscribed interviews will be done by the Principal

Investigator in accordance with Braun and Clarke (2006).

6 STUDY SETTING

Empath is a single-site, open prospective study. Participants will be identified by
gatekeepers at MKUH and LGBTQ+ support organisations in Milton Keynes. They may
also respond in person to advertising within the hospital and LGBTQ+ support

organisation meeting sites.

Interviews will be conducted at MKUH, in a quiet room away from the main hospital or
in a dedicated room in Milton Keynes Library. The setting of the data collection is
important. It must be a location where all participants feel safe, comfortable, and
able to express themselves without fear of being overheard. It needs to ensure that

participants’ confidence in the researcher is gained and maintained.

Transcription will take place at the home of the Principal Investigator, directly onto the
University of Hertfordshire OneDrive, in a password protected file. The Pl will be the sole

password holder.
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7 SAMPLE AND RECRUITMENT
7.1  Eligibility Criteria

7.1.1 Inclusion criteria
Inclusion criteria: Trans* patient
e Is>13years old
o Has attended MKUH as a patient in the last 18 months
o Identifies as Trans*
e Has capacity

o Iswilling to give consent (or assent if under 16 years)
o Iswiling and able to take part in an Appreciative Inquiry interview

Inclusion criteria: Staff participant

e |s acurrent member of staff at MKUH

« Has been selected by the Trans* patient to form the case duo

e Iswilling to give consent

o Iswiling and able to take part in an Appreciative Inquiry interview
« Is able to conduct interviews in English without an interpreter

7.1.2 Exclusion criteria (Trans* patients, and staff)

e Is<13yearsold

e Is>16 years old and whose responsible adult does not consent to the
young person participating

o Inability to consent

e Previous recruitment into the study

o Patient in custody or prison

7.2 Sampling

7.2.1 Size of sample

Purposive sampling is the most appropriate for the scope of this study. It is anticipated
that the sample size will be small, reflecting the small percentage of the population
who identify as Trans*. However, anecdotal evidence shows that there are a number
of patients who have been cared for in the hospital. This indicates that the patient

group should be available in the hospital to invite to take part in the study.

10
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7.2.2 Sampling technique

Participants will be purposively sampled from across Milton Keynes University Hospital
(MKUH) and LGBTQ+ support organisations in Milton Keynes. Pairs of participants (the
Trans* patient and the HCP who delivered their care) will be interviewed separately,

using the core question.

Gatekeepers will be required at all recruitment sites for the protection of potential
participants. Potential staff and Trans* patient participants who respond personally to

advertising will not require gatekeepers.

7.3 Recruvitment
7.3.1 Sample identification
The study will be advertised across the hospital, in staff areas and in patient areas. It

will be verbally presented at senior nurse meetings, medical meetings, and therapies
team meetings for dissemination across the clinical staff via the Weekly Trust

newsletter.

Awareness within staff feams will serve to prepare staff in case they are identified by
Trans* patient participants. It will also prepare them in case they are approached by
Trans* patients requesting further information. Information will include the inclusion
and exclusion criteria to avoid unnecessary identification of the patient’s gender
identity. Staff will also be asked to assess the capacity of the Trans* patient to give

consent or assent.

Advertising will invite Trans* patients to contact the researcher directly via a QR code,
or to speak to their healthcare practitioner for referral. The QR code will link to the

Participant Information Leaflet.

Advertising will also be posted on social media, where permitted by the account
holder, on sites supporting Trans* people across Milton Keynes. Permission will be
sought from the MKUH communications team to advertise the study on the hospital

internet and infranet sites.

All communications will stress the importance of maintaining the confidentiality of the
Trans* patients. They MUST NOT be directly identified to the researcher without prior
consent. Discussion between staff and potential Trans* patient participants should not

be documented in the patient’s electronic record without their consent.
11
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Advertising resources will note that no payments are available to any participants.
7.3.2 Consent

Once the potential participant is in contact with the researcher, valid informed
consent will be requested. This conversation between the researcher and the

participant will cover:

The content of the Patient Information Leaflet

The objectives of the study

The method of data collection

Any potential risks, and where to seek help in case of distress

How data will be stored

How confidentiality will be maintained

Participants will be given the opportunity to ask questions

It is voluntary to take part in research

Declining or withdrawing from research will not have negative consequences
for the participants.

e Participants who wish to withdraw from the study will have their raw data
recordings deleted, along with their tfranscripts. If data has already been
integrated into the thematic analysis, it will not be possible to withdraw the
data.

8 ETHICAL AND REGULATORY CONSIDERATIONS
Empath participants will be recruited from NHS patient groups. Thus, the appropriate
regulatory framework is applied to ethical approval. Additionally, participants may

be vulnerable as they identify as Trans*, and may be under 16 years old.

(See also Protocol Appendix 4) To ensure participant safety and dignity, Participant
Information Leaflets clearly state that information divulged in study interviews will be
kept confidential and pseudonomysed, unless there is concern for the safety of the
participant or those around them. As the interviews may revisit difficult memories,
signposting to support services is provided. Participants under 16 years of age may, if

they wish, have their responsible adult present during the interview.

The data management plan ensures that all physical and digital study information,
including identifiers, interview recordings and interview transcripts, will be kept

securely locked away, or on a secure server as appropriate.

8.1 Assessment and management of risk
e See Protocol Appendix 5 for Risk Management Plan

12
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8.2 Research Ethics Committee (REC) and other Regulatory review & reports

Before the start of the study, a favourable opinion will be sought from a REC
(researchers should check if they are required to gain a favourable opinion from the
UK Health Departments Research Ethics Service NHS REC) or other REC approval) for
the study protocol, informed consent forms and other relevant documents e.g.

advertisements.

Empath is NHS REC reviewed research. Therefore,

e Substantial amendments that require review by NHS REC will not be

implemented until that review is in place and other mechanisms are in

place to implement at site.

All correspondence with the REC will be retained.

The Chief Investigator will produce the annual reports as required.

The Chief Investigator will notify the REC of the end of the study.

An annual progress report (APR) will be submitted to the REC within 30

days of the anniversary date on which the favourable opinion was given,

and annually unfil the study is declared ended.

e |f the study is ended prematurely, the Chief Investigator will notify the
REC, including the reasons for the premature termination.

e Within one year after the end of the study, the Chief Investigator will
submit a final report with the results, including any publications/abstracts,
to the REC.

Regulatory Review & Compliance

e Before participants are enrolled into the study, the Chief Investigator and
Principal Investigator will ensure that appropriate approvals from
participating organisations are in place. Empath has applied for

o Confirmation of Capacity and Capability from R&D, MKUH

e For any amendment to the study, the Chief Investigator or designee, in
agreement with the sponsor will submit information to the appropriate
body in order for them to issue approval for the amendment. The Chief
Investigator or designee will work with sites (R&D department at Milton
Keynes University Hospital as well as the study delivery team) so they can
put the necessary arrangements in place to implement the amendment
to confirm their support for the study as amended.

Amendments
Empath is NHS REC reviewed research. Therefore,
If the sponsor (University of Hertfordshire) wishes to make a substantial amendment to

the REC application or the supporting documents, the sponsor will submit a valid
13
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notice of amendment to the REC for consideration. The REC will provide a response
regarding the amendment within 35 days of receipt of the notice. It is the sponsor’s
responsibility to decide whether an amendment is substantial or non-substantial for

the purposes of submission to the REC.

Amendments will be notified to the Research Ethics Committee (REC) and
communicated to the R&D department at MKUH to assess whether the amendment
affects the NHS permission for that site. Amendments that may be considered to be
non-substantial for the purposes of REC will be notified to NHS R&D (e.g. a change to
the funding arrangements).

When making an amendment:

e The Chief and Principal Investigators will be responsible for the decision to
amend the protocol.

e The Chief and Principal Investigators will be responsible for deciding
whether an amendment is substantial or non-substantial.

e The Amendment Tool will be completed and finalised

e This, along with all supporting documentation for the amendment via the
NIHR online amendment submission link.

e Substantive changes will be communicated to relevant stakeholders via
email, with a 35-day notice period to accept or decline the amendment.

e There will be an electronic amendment fracker in the Electronic
Investigator Site File.

8.3 Peerreview
The Empath protocol will be peer reviewed by appropriately experienced members
of the Faculty from the School of Health and Social Work at the University of

Hertfordshire.

8.4 Patient & Public Involvement (PPI)

The core question for the Empath study’s Appreciative Inquiry-based interviews has
been co-created by the researcher, and PPl contributors from the MKUH staff and
Trans* users of LGBTQ+ support organisations in Milton Keynes. PPl groups will also be

involved in dissemination of the results.

8.5 Protocol compliance
Protocol deviations, non-compliances, or breaches are departures from the

approved protocol.
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e Accidental protocol deviations can happen at any time. They will be
appropriately documented on the relevant form and reported to the
Chief Investigator and Sponsor immediately.

e Deviations from the protocol which are found to frequently recur are not
acceptable. In this instance, the Chief Investigator will undertake
immediate action and could potentially be classified as a serious breach
and report to the REC as required.

8.6 Data protection and patient confidentiality

See Protocol Appendix 6

All investigators and study site staff will comply with the requirements of the Data
Protection Act 2018 with regards to the collection, storage, processing and disclosure

of personal information and will uphold the Act’'s core principles.

The Data Custodian is the Principal Investigator, Thandiwe Rosemarysdottir.

8.7 Indemnity

Professional indemnity will be provided by the University in its capacity as sponsor.

8.8 Access to the final study dataset

Only the Principal Investigator, Thandiwe Rosemarysdottir, will have access to the
complete raw dataset. Paper copies of the recruitment log, the single document that
links study identification numbers with named individuals, will be kept locked in a
tambour in the R&D office at MKUH. Electronic data will be stored on a secure drive
at the University of Hertfordshire. This includes record of developing discussions of

findings between the Chief and Principal Investigators and University supervisors.

There is no expectation of secondary analysis or any use of the dataset in future

research.

DISSEMINIATION POLICY
9.1 Dissemination policy

e The data arising from the study will be owned by the University of
Hertfordshire

e On completion of the study, the data will be analysed and discussed
and a Final Study Report prepared.

e The full study report can be accessed after completion of the course of
study.
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e The Principal Investigator has the right to publish the study findings. The
Chief Investigator and supervisor will be named co-authors, as
representatives of the University of Hertfordshire.

e The participants who confirm that they wish to be informed of the
outcome of the study, either by provision of the publication,
presentation, or email, etc. will receive the information, and their contact
details will be securely retained for these purposes, with their consent.

e The study protocol and full study report will be made publicly available
as a stored dissertation at the University of Hertfordshire.

9.2 Authorship eligibility guidelines and any intended use of professional writers
The Principal Investigator has the right to publish the study findings. The Chief
Investigator and supervisor will be named co-authors, as representatives of the

University of Hertfordshire.
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11.  APPENDICIES

11.1 Appendix 1- Required documentation
ar21aat ECTA Application for Ethics Approval of a Study Involving Human Parficipants
ar2laat EC1D NHS Protocol Registration Form
ar21aat Interview Core Question

ar21aat Empath advertising poster

ar2laat EC3 Patient

ar21aat EC3 Staff

ar21aat EC4 Child

ar2laat EC4 Parent_Guardian

ar21aat ECé Adolescents

ar21aat EC6 Adult PIS

ar2laat ECé Child

ar2laat ECé Parent_Guardian

ar21aat DOI form

ar2laat SP1 form

Research CV - Thandiwe Rosemarysdottir
Research CV — Dr Julia Petty

Research CV — Dr Cheryl Holman

11.2 Appendix 2 - Schedule of Procedures

11.3 Appendix 3 - Amendment History

11.4 Appendix 4 - Support and signposting letter

11.5 Appendix 5 - Harms, Hazards and Risks Form

11.6 Appendix é - Data Protection Impact Assessment
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This is an official noftification by a student of the University of Hertfordshire in respect of a study
involving human participants.

Title of study: EMPatH: ExaMining the Experiences of Transgender Patients And Their
Healthcare Professionals at Milton Keynes University Hospital
Protocol Number: <applicant please enter the Protocol Number as displayed on your Ethics
approval Nofification>
Approving Committee:
The University of Hertfordshire Health, Science, Engineering and Technology Ethics
Committee with Delegated Authority

If you have any queries concerning this document, please contact me Thandiwe
Rosemarysdottir, thandiwesuttill@hotmail.com or my supervisor Dr Julia Petty,
j.petty@herts.ac.uk.
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