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Using intersectionality to inform fit-for-
purpose patient-reported outcome measure
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Abstract

Background Patient-reported outcome measures (PROMs), often self-report questionnaires, capture a patient’s
health status as reported directly by the patient. PROMs are increasingly being used to collect patients’ perspectives
regarding health outcomes influencing their treatment and broader decisions about intervention efficacy,
reimbursement, and service provision. Concerns are growing about how fit-for-purpose many PROMs are, with
implications for health inequity. Health researchers are starting to explore how intersectionality can be used to
understand health inequity, but intersectionality is rarely discussed in PROM development literature. This study sought
to understand and explore PROM researchers’views about using intersectional approaches to develop fit-for-purpose
PROM:s.

Methodology Semi-structured interviews were conducted online with PROM researchers (n=8) who both had and
had not previously engaged with intersectionality. Interviews focused on perceived barriers to using intersectionality
to inform PROM development and how such barriers could be overcome. With consent, interviews were recorded,
transcribed and analysed using a reflexive thematic approach.

Results Participants reported limited understanding about intersectionality in the health outcomes field and

how it can inform more fit-for-purpose PROM development. Concerns about methodological rigour in PROM
development were also cited with participants noting that if existing shortcomings in how PROMs are developed
are not recognised, it would be challenging to persuade researchers to change practices. Another challenge raised
was reaching certain groups to participate in research, partly due to mistrust of medical research and healthcare
professionals. Participants also expressed concerns about financial costs, noting that intersectional approaches may
entail bigger budgets and longer study timelines. Participants likewise highlighted the role of the socio-political
context in influencing what researchers could feasibly achieve. Interviewees from both groups proposed approaches
to address barriers. These included garnering more diverse perspectives from research participants through
community-based participatory research and establishing more diverse PROM development teams. They emphasised
the value of clearly defining responsibility for instigating change. Participants finally outlined key arguments to help
encourage stakeholders to support more intersectional approaches.
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Conclusions Findings from this exploratory study suggest that despite considerable barriers, some PROM developers
view intersectionality as a valuable framework for addressing existing PROM shortcomings. We provide tentative
recommendations for encouraging PROM developers to use intersectionality to inform PROM development and
measure health outcomes that are more meaningful to patients.

Plain English summary

When health professionals and clinical researchers make decisions, it is important to take into account what
matters most to patients. One way to do this is by using questionnaires called patient-reported outcome measures
(PROMs), which ask patients about their health and experiences. However, if these questionnaires aren't designed
with input from a wide range of patients, they may miss important perspectives. This means some patient

voices will not be heard when decisions are made. The idea of intersectionality looks at how different aspects of
identity like race, gender, and social background interact to shape experiences. This approach is often used in

the social sciences but rarely in health research when creating patient questionnaires. Our study explored why
intersectionality is not widely used in this area, what challenges exist in doing so, and how to overcome them.

We interviewed researchers who design these questionnaires and found several barriers. These barriers included
PROM researchers not understanding what intersectionality means or how it can help create better questionnaires,
difficulties reaching diverse patients to help design the questionnaires, and pushback because of budgetary

or socio-political concerns. Our participants also suggested practical ways to help overcome these challenges.
These included bringing in more diverse viewpoints (from patients and researchers), deciding who should lead
the changes, and presenting arguments to convince researchers to change. Based on our findings, we present
suggestions to help researchers include intersectional thinking when developing PROMs.

Keywords Intersectionality, Patient-reported outcome measure (PROM), Patient-reported outcome measure (PROM)
development, Fit-for-purpose measurement, Qualitative research

Background

Patient-reported outcome measures (PROMs) are a
type of Clinical Outcome Assessment (COA) defined
as a “measure that describes or reflects how a patient
feels, functions, or survives” [1]. PROMs are typically
self-report questionnaires that capture the “status of a
patient’s health condition that comes directly from the
patient” without external interpretation [2]. They com-
monly assess symptoms, physical or psychological func-
tioning, or health-related quality of life [3]. PROMs
provide a standardised means of measuring patient per-
spectives and are widely used to inform regulatory deci-
sions on treatment approval [4], clinical decision-making
[5-6], service-provider performance evaluation [7], and
cost-effectiveness analyses [8].

The growing use of PROMs has driven the develop-
ment of thousands of instruments, making PROM selec-
tion challenging for researchers [9]. In response, over
40 guidelines [10] have been published outlining key
characteristics to consider when developing or selecting
PROMs. More recently, the US Food and Drug Admin-
istration’s (FDA) Patient-Focused Drug Development
(PFDD) guidelines [11] have shifted attention towards
assessing how ‘fit-for-purpose’ a PROM is. For the FDA,
‘fit-for-purpose’ refers to “the strength of the evidence in
support of interpreting the COA scores as reflecting the
concept of interest within the context of use” [11].

While efforts such as the FDA’s PFFD guidelines have
sought to improve PROM quality, concerns persist

regarding how fit-for purpose many PROMs are for truly
capturing and representing the diversity of patient expe-
riences. Oluloro reported that numerous PROM items
used in gynaecologic cancer trials lacked relevance for
Black women [12]. Similarly, Nikolovski highlighted that
many PROMs fail to “reflect the priorities and lived expe-
riences of people who are CALD [people from culturally
and linguistically diverse backgrounds] or Indigenous
Peoples”, thereby contributing to poor PROM uptake
[13]. Ramirez further warned that PROMs may not ade-
quately capture heterogeneous patient experience across
populations if they are not designed to “address the
racial, ethnic, gender, cultural, and inclusivity needs of
the patient populations that they aim to serve” [14]. Cal-
vert likewise noted limitations to PROMs’ ability to mea-
sure disease impact, symptoms, or QoL [quality of life]
when data are unrepresentative [15]. These concerns all
relate to how-fit-for-purpose a PROM can be for captur-
ing outcomes in diverse populations, as individuals “may
not interpret and respond to questions about their health
and their QoL in the same way” [16].

It has been suggested that adopting an intersectional
lens may help to better understand the inadequacies of
PROMs [16], which in turn could facilitate the integra-
tion of a broader spectrum of perspectives within rigor-
ous PROM development. Intersectionality is a term with
a long and complex history [17-21]. According to Col-
lins, it can be thought as offering the:
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Critical insight that race, class, gender, sexuality,
ethnicity, nation, ability, and age operate not as uni-
tary, mutually exclusive entities, but as reciprocally
constructing phenomena that in turn shape complex
social inequalities. [22].

Collins’ definition highlights how intersectionality con-
siders the coalescence of identities that inform experi-
ence and how this intersection can subsequently result
in social inequalities. Social inequalities in health can be
understood as the differences in health at individual and
population levels [23]. When these inequalities are unfair,
avoidable, and systematic, such disparities are termed
health inequities [23—24]. Intersectionality can serve as a
framework for understanding how individuals experience
inequity multidimensionally [25].

To date, few PROM developers have published stud-
ies explicitly discussing intersectionality in relation to
PROM development (see additional materials). Further-
more, whilst there are numerous papers on best practices
for developing PROMs [10], there is no clear guidance
on how intersectionality can be used to inform PROM
development. To begin to address this unmet need, we
conducted an exploratory study to understand research-
ers’ views about using intersectional approaches to
develop fit-for-purpose PROMs. Our central research
question was: what do researchers think the barriers and
facilitators are to using intersectionality to inform PROM
development? Our objective was to provide recommen-
dations to support the use of intersectional approaches to
inform PROM development.

Methods

Study design

Given the study’s exploratory nature, we used a quali-
tative design, aligned with an interpretivist approach,
comprising semi-structured interviews with a group of
PROM experts. This design allowed us to address our
study aim while affording participants the flexibility
to raise unforeseen issues they considered salient. We
used an iterative approach to data collection and analy-
sis, wherein topic guides were revised throughout data
collection to allow initial findings to inform the areas
explored in later interviews.

Positionality statement

The study was initiated by TS (she/her), a white woman
trained in public health and the humanities. Her interest
in the limited uptake of intersectionality in PROM devel-
opment and health outcomes research was informed by
her use of intersectionality as a framework for under-
standing how historical and structural processes shape
contemporary inequities. This interest was comple-
mented by JLs (she/her) anthropological training, DC’s
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(she/her) health psychology training, and KO’s (she/they)
training in psychology and population health.

As four white researchers, we acknowledge that race
influenced how we engaged with the topic of intersec-
tionality and constructed meaning from participants’
accounts. Accordingly, we engaged in reflexive discussion
about how our social, racial, and disciplinary positions
informed the research process, including the framing
of questions, interpretation of participants’ narratives,
and presentation of findings. Together, this shaped our
approach to health outcomes research which was atten-
tive to the broader social and historical contexts.

Recruitment and sampling

Our sampling decisions were informed by an initial lit-
erature review and TS’s professional experience as a COA
specialist.

We recruited PROM researchers who had and had not
engaged with intersectionality, designated as Groups
A and B respectively. We defined PROM researchers as
individuals with experience developing a PROM, and
engagement with intersectionality as having published
work in which the authors refer to the term “intersec-
tionality”. This broad definition was chosen in recogni-
tion of the small number of PROM researchers who have
published work referring to intersectionality. In making
this decision, we recognised that some PROM research-
ers might have been familiar with intersectionality or
had adopted an intersectional approach in their research
without having explicitly published work that referenced
this concept. However, we considered our classification
the most effective way of identifying PROM researchers
actively engaged in intersectionality-informed PROM
research.

We included researchers who had not engaged with
intersectionality (Group B) to allow us to explore
potential differences in the perceived barriers and facil-
itators to engagement (as compared to Group A partici-
pants). Group B’s primary inclusion criteria presented a
larger pool of potential participants since most PROM
researchers have not explicitly engaged with intersection-
ality in the published literature. To encourage a range of
perspectives within Group B, we developed a set of ideal
attributes with participants needing to meet at least one.
A summary of the inclusion and exclusion criteria is pre-
sented in Table 1.

To identify potential participants, we reviewed the
intersectionality and PROM development literature. We
then drew up a preliminary list of potential participants
whose names were in the public domain and we matched
them against the inclusion criteria. TS shared this list
with PROM experts in her network and, based on their
feedback, one more potential participant was added. We
also used snowballing, wherein participants were asked
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Table 1 Inclusion and exclusion criteria
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Group A: PROM researchers who have engaged with

intersectionality

Group B: PROM researchers who have not engaged with
intersectionality

Inclusion criteria  Has explicitly engaged with intersectionality in the published

literature and developed a PROM.

Exclusion criteria  Does not speak English.
Has no experience with PROM development.

Has experience with PROM development.

Additional ideal attributes:

- Extensive experience developing PROMs. Rationale: To under-
stand what the reasons, and potential barriers, might have been

to not explicitly engaging with intersectionality in the published
literature despite having developed many PROMs.

- Published work on diversity, equity, and inclusion (DEI).
Rationale: To compare the differences in responses between
researchers interested in DEI and researchers explicitly publishing on
intersectionality.

- Developed a PROM qualified by the FDA COA Qualification
Program. Rationale: This program is focused on COAs “intended to
address unmet public health needs” and a qualified COA is considered
to be a “well-defined and reliable assessment” [26]. We thought it
would be insightful to explore the perspective of PROM developers
who had participated in this rigorous process.

Does not speak English.

Has no experience with PROM development.

to suggest other researchers who met our inclusion cri-
teria. Thirty-two researchers were informed about the
study by email and invited to opt-in by emailing TS.

Data collection
The interview topic guide was informed by PROM devel-
opment and intersectionality literature, and discussions
with two PROM experts and an intersectionality aca-
demic. Pilot interviews were conducted by TS with two
further PROM experts, known to her through her per-
sonal networks, to test out and refine the contents.
Interviews (53—69 min) were conducted by TS between
January and March 2025 using Microsoft Teams with
audio recordings and transcripts generated. Using the
topic guide as a foundation, TS asked open-ended ques-
tions to elicit a broad range of responses. For further
information about the main areas explored, see addi-
tional materials.

Analysis
Data were analysed using a reflexive thematic approach
[27-31]. The analysis was led by TS in close collabo-
ration with JL and with input from DC (JL and DC are
female researchers with over 50 years of collective expe-
rience of conducting and analysing in-depth interviews).
The analysis commenced through data familiarisation,
which entailed listening to interview recordings as well
as repeated read throughs of all transcripts. This enabled
the identification of preliminary themes which were
refined through conversations with JL, although umbrella
themes (facilitators and barriers) were pre-defined based
on our research question.

Next, the transcripts were imported into NVivol4
[32]. We generated codes using participants’ own words

and gerunds to reflect their agency in the narrative
[33]. Cross-cutting themes were generated by compar-
ing interviews and through discussion between TS and
JL, which resulted in a framework for data coding. We
then established patterns connecting the data to create
code clusters (sub-themes) where appropriate, which
were collated under themes. Themes and sub-themes
were reviewed for coherence and consistency across the
whole dataset to establish our final thematic model. We
employed a reflexive approach throughout using journal-
ling and regular discussion to encourage active awareness
of how our positionality as researchers influenced our
study design, data collection, analysis, and interpretation
of the findings.

Ethics

This study was approved by the University of Edinburgh’s
Usher Masters Research Ethics Group (UM241109/08-
Jan-2025). This publication follows the consolidated
criteria for reporting qualitative research (COREQ)
checklist (see additional materials) [34].

Findings

Participant demographics

Eight PROM researchers who worked in a variety of con-
texts, including clinical trials, hospitals, government pro-
grams, and clinical practice were interviewed. They were
based in the United States of America (USA), United
Kingdom (UK), Canada, Brazil, and Australia/France.
An overview of interviewees’ groups and background is
presented in Table 2; however, demographic informa-
tion has been kept to a minimum to protect participants’
identities.
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Table 2 Participant Demographics

Group* Sector Type
Participant one B Academic/Public sector
Participant two A Public sector
Participant three A Academic/Public sector
Participant four B Academic
Participant five B Private sector
Participant six A Private sector/Public sector
Participant seven B Private sector
Participant eight B Private sector

*Group A: PROM researcher who has explicitly engaged with intersectionality
in published literature

*Group B:PROMresearcherwho has notexplicitly engaged with intersectionality
in published literature

A summary of themes and sub-themes, classified under
perceived barriers and facilitators, is presented in Fig. 1.
These are reported in more detail below. Supporting
illustrative quotes are presented in Tables 3 and 4.

Perceived barriers to adopting intersectional approaches
Understanding: “It’s a skill and expertise in its own right”
While most participants indicated they had come across
ideas related to intersectionality and demonstrated a
high-level understanding, there were some differences
in understandings between those in Groups A and B.
For example, while Group A participants demonstrated
a more comprehensive grasp of intersectionality (Table 3:
Q1), most Group B participants explained that they had
only come across intersectionality in a general sense
without having explored it in-depth (Table 3: Q2-3).
Several participants in both groups also noted a lack of
understanding about intersectionality in the wider health
outcomes field (Table 3: Q4), with one suggesting that
this understanding required the development of specific
skills:

You can’t expect everyone to feel the same way nor
have the same degree of familiarity with this stuff
[intersectionality] because...it is a skill in its own
right, it’s an expertise and a set of experience in its
own right. (Participant Four - Group B - Academic/
Public sector)

Another participant suggested that this lack of under-
standing might be linked to academic background as, in
their experience, team members from a social science
background could more easily articulate ideas relating to
intersectionality and adopt an intersectional perspective
(Table 3: Q5). The importance of academic background
was echoed by other participants who described how
they had first learned about intersectionality when study-
ing for a social science degree at university (Table 3: Q6).
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Methodologically challenging

Another common barrier discussed by participants in
both groups was not knowing sow to embed an inter-
sectional approach within PROM development (Table 3:
Q7-8), with some noting how translating intersectional
thought into practice could be an even more challenging
step to take than understanding it:

[1t is one thing to] hear and think it’s [intersection-
ality] important and the other thing is like how can
I successfully use that to inform my research design
and conducting the research and also... analysing
my findings and communicating that? (Participant
Two - Group A - Academic/Public sector)

Methodological rigour

Most participants across both groups and sectors
reported a general improvement overall in methodologi-
cal rigour in PROM development over the past 20 years,
particularly since the 2009 release of FDA guidelines
on PROM development and validation [2]. Neverthe-
less, several raised concerns about cases of inadequate
methodological rigour amongst some researchers devel-
oping PROMs and described this as an ongoing chal-
lenge across sectors (Table 3: Q9). They suggested that
if existing issues in PROM development persisted, such
as understanding what validity means in relation to
PROMs or the importance of epistemological transpar-
ency, encouraging researchers to take a step further and
integrate intersectional thought into PROM development
might be challenging.

For example, one participant talked about the “cottage
industries of academics” who develop new PROMs and
claim them to be “valid” (Table 3: Q10). This concern
over PROM validity was also raised by another partici-
pant who spoke about the need for a “shift” within the
health outcomes field in how validity is understood when
evaluating PROMs (Table 3: Q11). Concerns about meth-
odological rigour when developing PROMs were also
raised in relation to epistemology. One participant high-
lighted that, whilst seldom seen in the PROM sector, it
is common for qualitative researchers in other disciplines
to outline their epistemological stance (Table 3: Q12).

Insufficient methodological rigour when developing
PROMs was therefore perceived as a barrier because,
as participant eight argued, researchers and industry
must first recognise shortcomings with existing meth-
ods and practices before meaningful change can occur
and intersectional thought can be embedded into PROM
development:

[If] everyone feels like the science is good enough
already, I don’t think in industry you're going to find
enough of a push to say, “let’s step back and do it
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Fig. 1 Summary of themes and sub-themes of what researchers perceive the barriers and facilitators to be to using intersectionality to inform PROM

development
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more rigorously” (Participant Eight - Group B - Pri-
vate sector)

Hard-to-reach groups

Participants in both groups stressed the importance of
involving diverse individuals in PROM development; for
example, in concept elicitation and cognitive debriefing
interviews. However, several, notably from Group B, sug-
gested that a considerable barrier arose from the unwill-
ingness of underserved and/or more diverse populations
to participate in PROM development research and/or
difficulty reaching them (Table 3: Q13-14). Such partici-
pants cited mistrust of the medical community, arising,
for instance, from the influence of historical abuses such
as the Tuskegee Syphilis Study in America (Table 3: Q15)
or medical abuses experienced by members of the trans
community:

...trans people especially at the moment... [have
been] horrifically...marginalised and, you know,
have had horrible experiences with healthcare pro-
viders. So...why would they then...help us out by tak-
ing part in this research. (Participant Five - Group
B - Private sector)

industry pharma clients tend to have tighter timelines because they're pushing

..” (Participant Five - Group B - Private sector)

Financial Barriers

Financial barriers to adopting more intersectional
approaches were a central thread running through many
accounts; this included vested financial interests and
tight timelines and budgets.

.. how to be inclusive in research in the questions that we ask. And then | went to a few clinical placements where that

“McDonaldisation of PROs”

The “McDonaldisation of PROs” was an expression
coined by one participant to describe the vested finan-
cial interests and power structures entangled in PROM
development and use which, they suggested, can cre-
ate resistance to change (Table 3: Q16). The reference to
McDonald’s was intended to highlight the scale of these
financial interests, with the participant noting that “it’s a
very big industry to keep the status quo” This sentiment
was shared by another participant who described how
the field has “invested huge amounts” into the develop-
ment of existing PROMs leading to a tension between the
continued use of established, profitable PROMs and the
push for changes in PROM development practices:

I think we are starting to kind of see, OK, diversity doesn't just mean race and ethnicity. .. [Butjwith Trump in the US having a big

impact on the FDA guidances, you know, | don't know if it will keep going in the positive direction it has been.

for, you know, some sort of requlatory communication or some sort of protocol lock. ... preset long before the PRO developers are engaged.” (Participant Seven - Group B - Private sector)
I mean, | guess we're not doing that anymore (Participant Eight - Group B - Private sector)

that at all or assessing that, but trying to look at different levels of socio-economic status, race and ethnicity. To a degree, sexual orientation or gender identity. .. after the past couple
was not the case. | felt like | went back in time 15 years, which is kind of what the United States feels like right now.” (Participant Six - Group A — Private sector/Public sector - USA based)

Quote 20:"We've gotten better about recruiting from different geographical areas, looking at socio-economic status, to the best of our ability, | don't think we're very good at measuring
months, | don’t know...

not inclusive for inclusivity’s sake but inclusive to be more scientifically appropriate and accurate to have a more scientific approach. The reaction in all honesty, would be: ‘great idea, love

Quote 18: “It’s already really difficult to fight for patient-centred research in a pharmaceutical company. If | were to add onto that, | need more time, more money to be more inclusive and
it, not this program.” (Participant Eight - Group B -Private sector)

Quote 17: “Within pharma, within industry, it's driven by value and profit, which is sometimes how much money you're putting in, is often how much time something takes.”

Quote 19: “Often the timelines preclude anything other than whatever sample you can get pretty quickly. ..

Supporting lllustrative Quotes
Quote 21: “So at UMass Boston, | felt like | got incredible training on.
Quote 22:"I think we are going in the right direction .. ..

Theme: Financial Barriers (Sub-theme Timelines and Budgets)

.E Once you open the equity and diversity bucket, it
S questions the validity of all these standardised tools
] R G and that, that is of course also very much a threat to
E £ § § the field. So, I think there is a tension there. People
g " .S' = g e have invested huge amounts...into the developments
=15 é g 39 of these tools. (Participant Three - Group A - Aca-
o .§- g 8 % 8 demic/Public sector)
2|3 57 55
= 0O = D zZ O
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Once you open the equity and diversity bucket, it ques-
tions the validity of all these standardised tools and that,
that is of course also very much a threat to the field. So, I
think there is a tension there. People have invested huge
amounts...into the developments of these tools. (Partici-
pant Three - Group A - Academic/Public sector)

Timelines and budgets

Whilst none of the participants working in the private
sector reported having previously published intersec-
tionality-related PROM research, many discussed their
attempts to incorporate more inclusive approaches into
PROM development and described experiencing chal-
lenges with tight budgets and study timelines. This was
acutely felt by the participants who were working with
pharmaceutical companies. They described how the
for-profit nature of the pharmaceutical industry meant
that PROM science must always contend with commer-
cial priorities which limited the feasibility of rigorous
and intersectional approaches to PROM development
(Table 3: Q17-18), with one participant recounting how:

I never worked at the University of Lilly. I worked for
Eli Lilly and Company...it’s science based, but it’s
not science only. (Participant Eight - Group B - Pri-
vate sector)

For some, timeline pressures were considered an even
greater barrier. For example, participant seven described
how deadlines could be set before conversations with
PROM developers were even initiated (Table 3: Q19).
It was further noted that timeline pressures, along with
budgetary constraints, could restrict sample diversity
in PROM development studies because more inclusive
approaches, such as community-based participatory
research (CBPR), took longer to initiate, sustain and cost
more money.

Socio-political context

Broader socio-political changes were raised by par-
ticipants from both groups as well as across sectors and
geographic locations. Largely, discussion of these socio-
political changes focused on those happening in the USA
following US President Trump’s inauguration in Janu-
ary 2025. These included systematic cutbacks to diver-
sity, equity, inclusion (DEI) related policies [35], as well
as considerable cuts in resources for public-health proj-
ects with the FDA witnessing 20,000 job cuts [36]. DEI-
related guidance was also removed from the FDA website
including “Diversity Action Plans to Improve Enrollment
of Participants from Underrepresented Populations in
Clinical Studies” [37]. This particular guidance docu-
ment outlined how to enrol and retain representative
clinical-trial participants, especially from underserved

Page 10 of 17

communities, to ensure that all clinically relevant popu-
lations are included in studies. Against this backdrop,
many participants related challenges with intersectional
PROM development to the current socio-political con-
text, especially those who were USA-based and who
expressed despondency about the future of more inclu-
sive PROM research (Table 3: Q20-21).

However, participants outside of the USA also dis-
cussed how these events impacted them. One discussed
how this socio-political context could potentially hinder
the use (in the USA) of a new DEI-related PROM they
might be developing. Other participants noted how the
removal of some FDA guidance and initiatives from the
FDA website had affected their daily work following US
President Trump’s executive order to eradicate DEI-
related information from government sources (Table 3:
Q22) with participant four describing how:

It's such a shame because it's really going to slant
how people see things...we know that NIH [National
Institutes of Health] like grants have been kind of
paused, and like they’re literally just doing like a
search, like a word search for like anything that has
like women, or diverse, or like race, or things like
that... I know from my own work, that like several of
the initiatives that I would often refer to have disap-
peared from the Internet. (Participant Four - Group
B - Academic/Public sector)

Perceived facilitators to using intersectionality
Participants proposed a range of solutions, with Group
A largely drawing on their own experience of engag-
ing with intersectionality during PROM development,
while Group B participants referred to their individual
attempts to develop more inclusive PROMs.

Including different populations

Two sub-themes were identified: encouraging more
diverse research samples to be involved in PROM devel-
opment through CBPR and increasing research team
diversity.

Community-based participatory research (CBPR)

Ideas related to CBPR were raised by several participants
to more successfully engage with hard-to-reach groups.
Participants suggested that CBPR would elicit a broader
range of perspectives which better reflect the experiences
of the target population (Table 4: Q23) because:

The more we get sort of your typical community-
based provider comfortable with research, and then
being able to partner there and get patients who
aren’t going to the ‘University of Perfection’ for treat-
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ment... I think you get already a more diverse popu-
lation. (Participant Eight - Group B - Private sector)

Participant five also argued that by giving partici-
pants “more of an active involvement... [to] guide the
research..”, researchers can build trust by showing par-
ticipants how “it’s in their interest to participate as well’,
which, they reasoned, would improve overall “interest
and... engagement”.

Diversifying research teams

Most Group A participants shared experiences of how
working in more diverse research teams facilitated more
intersectional approaches (Table 4: Q24) because:

[In my experience] when there are people of colour,
or folks with marginalised identities...on the team,
the more there were, the less convincing was needed.
(Participant Six - Group A - Private sector/Public
sector)

Other participants from Group B also emphasised the
value of diverse research teams, arguing that this diver-
sity enabled potential issues with PROMs to be more
easily identified because the researchers could often rec-
ognise when aspects of a PROM might or might not be
suitable for someone in their own community (Table 4:
Q25). Another proposed advantage of working in diverse
research teams was that it would build “trust” with
research participants through an improved understand-
ing of communities and by communities feeling better
represented within research (Table 4: Q26).

Most participants, in both groups, referred to socio-
demographic diversity while a few also referred to mul-
tidisciplinary diversity for encouraging more “diverse
opinions and methods” Other participants underlined
the importance of collaborating with external partners;
for instance, by involving an intersectionality advisor
and/or patient advocate (Table 4: Q27-29).

“Spearheads” instigating change

Several participants in both groups also reflected on
the need for an individual to instigate and drive change.
One participant (Group B) used the term “spearhead”
to depict a colleague who had played a pivotal role in
encouraging a more inclusive PROM research approach
(Table 4: Q30). Another participant (Group A) also
underlined the significance of certain individuals in their
team who they described as “conductors” for “chang-
ing scientific practices, changing researchers’ practices”.
Such accounts echoed the suggestions from other partici-
pants that PROM researchers themselves are responsible
for driving a shift in research practices (Table 4: Q31).
Such participants suggested, for example, that PROM
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researchers should be more reflexive about how their
positionality and unconscious biases might impact their
research (Table 4: Q32-33).

Public body support

The value of public body support was also made clear
by most participants, notably in relation to funding.
For example, one participant discussed how their pub-
licly funded grant for equitable people-centred health
measurement:

... ranked number one in the country. So, it did actu-
ally resonate in the end, but it took a lot to get there.
(Participant Three - Group A - Academic/Public
sector)

Group B participants also stressed the significance of
public body support, with one noting that from their USA
perspective, more inclusive and rigorous study designs
were largely those with public body support (Table 4:
Q34). Another participant likewise remarked that a key
enabling factor for their equitable PROM research in the
UK was funding from their local research network:

...it happened at the time that there was...fund-
ing available from our local research network that
was about increasing diversity... And I mean since
then, given...the mainstream attention thats been
directed at...inclusive research, there has been more
money forthcoming. (Participant Four - Group B -
Academic/Public sector)

Angles of persuasion

When asked about how to encourage a shift in
approaches to PROM development, participants pro-
posed ideas which fell into two sub-themes: appealing to
people’s rigour and being pragmatic.

Appealing to people’s rigour and selling the problem

Several suggested that appealing to researchers’ desire to
conduct rigorous science could be used to persuade them
to adopt more intersectional PROM development prac-
tices. For example, one participant outlined how PROM
developers seek to construct measures that are genuinely
fit-for-purpose. As such, they explained how emphasis-
ing the importance of methodological rigour to develop
PROMs which are genuinely fit-for-purpose could be an
effective angle of persuasion (Table 4: Q35). However,
participants suggested that before appealing to research-
ers’ commitment to rigour, effort would be required to
“sell the problem”; namely, the consequences for patient
health of using PROMs which are poorly developed. For
this reason, participants suggested that evidence-based
arguments outlining the impact and harm to health of
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overlooking intersectionality were key to persuading
researchers that it was important to adopt intersectional
approaches to develop fit-for-purpose PROMs (Table 4:

Q36).

Being pragmatic

To tackle some of the financial barriers, such as the
McDonaldisation of PROs along with tight timelines and
budgets, participants emphasised pragmatic angles of
persuasion. Several argued that the financial soundness
of changing practices should be stressed by highlighting
the economic implications of not developing a PROM
that is fit-for-purpose:

If you're developing something, you want it to be fit-
for-purpose. Now if... it will not be fit-for-purpose
for that group. Then it’s just a complete waste of
time and money. (Participant Four - Group B - Aca-
demic/Public sector)

Other participants also discussed how developing fit-
for-purpose PROMs is a financially sound investment
that can encourage greater research participant retention
as well as better PROM response rates since people feel
that the questions are more relevant to them (Table 4:
Q37-38).

Discussion

Summary of findings

The relative absence of intersectionality within health
outcomes research [38] prompted this exploratory quali-
tative study to understand and explore PROM research-
ers’ views about the barriers and facilitators to integrating
intersectional thought within PROM development.

Study participants highlighted important barriers,
including, limited understanding of intersectionality, as
well as shortcomings in methodological rigour during
PROM development, both of which were aggravated by
the socio-political context and challenges engaging with
diverse populations. Nevertheless, participants stressed
the feasibility of adopting more intersectional approaches
by engaging with more representative populations and
research teams, appealing to PROM developers’ desire
for methodological rigour and selling the problem, as
well as being pragmatic.

Comparison with existing literature

Mirroring studies undertaken by other intersectionality
scholars [39-43], participants reported limited under-
standing of intersectionality, its value for health, and
uncertainty about how to apply an intersectional lens.
As they noted, while PROM development methods have
become more rigorous over the past two decades [44],
with the FDA’s PFDD guidelines indicating progress
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[11], concerns persist, particularly regarding valid-
ity and its measurement. These concerns mirror those
raised by others [4, 45], notably, Bauer, an intersectional-
ity and population health scholar, who argued that “the
importance of intersectionality may be better grasped
by researchers if its relationship to core methodological
(e.g. validity) concerns were made clear” [46]. Addition-
ally, whilst the need for greater epistemological transpar-
ency was voiced by some participants, this concern has
also been raised by intersectionality scholars, including
Abrams who noted that “methodology based on intersec-
tionality is incomplete without epistemology” [47].

Challenges recruiting diverse samples were high-
lighted as a major barrier, consistent with studies explor-
ing PROM developers’ views about including patients in
PROM development [48] and the wider health research
literature [49-50]. In line with our findings, a key reason
appears to be mistrust of healthcare professionals and
researchers [51].

The high cost of conducting health research is well
known [52-53], and efforts to introduce more equitable
research practices have faced financial resistance [54].
Participants’ concerns regarding the pharmaceutical
industry placing pressures on researchers to keep costs
low aligns with this broader context of financial restraint.
Moreover, numerous researchers have highlighted the
need for better public funding to facilitate more equitable
health research [55-56].

Although unanticipated at the outset, the socio-politi-
cal context featured prominently, likely because data col-
lection coincided with the first 100 days of US President
Trump being in office and very significant health policy
changes. However, the influence of socio-political con-
text on health outcomes research has been documented
elsewhere, especially in moments of high political tension
[57]. This underscores the value of considering contex-
tual influences, such as socio-political shifts, and their
implications for policy, funding priorities, and regulatory
uncertainty among health outcomes stakeholders work-
ing to change research practices in the future.

Participants’ suggestions for how to adopt more inter-
sectional approaches resonate with the broader health
and intersectionality literature. Notably, there have been
longstanding calls for more representative research
populations [58-60], with the importance of forming
diverse research teams also being endorsed in the health
literature [58, 61]. Beyond socio-demographic diver-
sity, intersectionality scholars have stressed the value of
multidisciplinary diversity and collaborating with exter-
nal advisors [61], such as intersectionality partners and
patient advocates.

Several participants emphasised researchers’ role in
spearheading intersectional approaches, echoing wider
debates about accountability for equitable health research
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practices, with Castillo describing how “researchers have
the responsibility to bridge divides between scientific
innovation and societal impact” [62]. However, schol-
ars exploring intersectionality and health also note that
adopting an intersectional lens is not straightforward,
and requires self-reflection and the questioning of cur-
rent practices [41, 61]. Participants’ discussion of reflex-
ive practice thus aligns with intersectionality scholars
[41, 47, 63] and qualitative researchers alike [64—66] who
emphasise the importance of reflexivity to achieve rigor-
ous research.

Appealing to researchers’ desire to conduct rigorous
science and selling the problem of using PROMs devel-
oped without considering intersectionality were pro-
posed as an effective angle of persuasion to encourage
research practice changes. This aligns with prior work
from health outcomes academics showing that PROM
development conducted with homogeneous populations
increases the risk that PROM results do not accurately
reflect the health outcomes they purportedly measure
[14]. Part of selling the problem also encompasses high-
lighting the positive practical implications of consider-
ing intersectionality, with other health researchers also
linking patient engagement to improved study enrolment
rates, funding, and pertinent outcome selection [67].

Many of our findings have parallels with the wider lit-
erature, however, rather than considering them in silos,
this study has taken an initial step towards showing how
an intersectional lens can help bring these various barri-
ers and facilitators together to develop PROMs which are
more fit-for-purpose.

Strengths and Limitations

To our knowledge, this is the first study to investigate
intersectionality in relation to PROM development.
However, as our study was exploratory, our sample size
was necessarily small, and we only interviewed three par-
ticipants who had previously engaged with intersectional
thought, limiting our ability to draw definitive conclu-
sions. Moreover, our sample largely comprised research-
ers working in high-income countries. To protect their
identities, we have not reported key demographic infor-
mation (e.g., gender and ethnicity), precluding us from
considering the potential differences in experiences and
accounts based on demographic factors.

Nevertheless, we strove to explore a range of expert
experiences across different settings, geographies, and
disciplinary backgrounds which, combined with placing
the findings in the context of the wider literature, allows
readers to cautiously consider our findings’ transferability
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to their own settings. We also believe that the reflexive
approach used throughout this study helped sensitize us
to the influence that participant differences had on data
collection and interpretation. Participants, however, were
not masked from the interviewer’s role as a COA special-
ist, and this may have influenced the type of information
they chose to share. Future studies should consult a larger
group of participants, particularly those meeting Group
A criteria and from lower to middle income countries, to
examine how these findings compare across sectors, geo-
graphical regions, and with types of PROM:s (for example
generic vs. disease-specific).

Recommendations

Our findings feed into two types of potential recom-
mendations. The first centres on facilitating a culture
shift in PROM development practices to reflect inter-
sectional thought, to ensure that PROMs are more fit-
for-purpose for the heterogenous populations they are
designed to serve. These recommendations include: sell-
ing the problem of poor PRO measurement to research-
ers and decision-makers, improving PROM researchers’
understanding of intersectionality, developing clearer
guidelines to assist researchers in adopting intersectional
approaches to PROM development, and researchers
standing up to spearhead and drive PROM development
changes. The second set focuses on ways to develop
PROMs through a more intersectional lens by: research-
ers being transparent about their epistemological stance
and more reflexive throughout the whole research pro-
cess, improving engagement with more diverse research
populations through CBPR, establishing more diverse
research teams, and being flexible with research designs
as a one-size-fits-all approach does not allow for mean-
ingful intersectional PROM development. A detailed
description of these recommendations, alongside some
suggested resources, is provided in Table 5.

Conclusion

This exploratory study has made a necessary and mean-
ingful first step towards better understanding research-
ers’ views on using intersectional approaches to develop
fit-for-purpose PROMs. The findings offer some insight
into the potential value of intersectionality as a frame-
work for addressing existing PROM shortcomings along
with highlighting several key challenges to doing so. We
have also provided tentative recommendations for over-
coming such barriers and adopting more intersectional
approaches to PROM development. We hope that these
recommendations will stimulate further research and



Stott et al. Journal of Patient-Reported Outcomes

Table 5 Summary of recommendations

(2026) 10:169 Page 14 of 17

Objective

Recommendation

Examples and details

Facilitate a shiftin cul-
ture towards more in-
tersectional approaches
to PROM development

Recommendations for
how to approach PROM
development through
a more intersectional
lens

Sell the problem

Improve understanding of
intersectionality

Clearer guidance

Be a spearhead - instigate
change

Transparent epistemologi-
cal stance

Reflexive practice

Engage with diverse
research populations

Establish diverse research
teams

Be flexible: One size does
not fit all

Appeal to researchers' desire to conduct rigorous science, e.g. more studies on the impact of
poor health outcome measurement and problems with the validity of many PROMs. More
evidence-based work is needed to spark consensus in the field that change is necessary.

Be pragmatic, e.g. fit-for-purpose PROMs can result in more financially sound choices, better
study recruitment and retention, and improved decision-making.

Disseminate resources within the field. Build on existing resources and adapt to the health
outcomes sector.

Example Resources:

- United Nations Intersectionality Resource Guide and Toolkit [25]

- Sabik’s Intersectionality Toolbox [68]

« Abrams’ Considerations for Employing Intersectionality in Qualitative Health Research [47]
When working with external recruitment vendors, implement intersectionality and DEl train-
ing to support inclusive recruitment practices.

Establish clearer guidance outlining what intersectionality is, its value for PRO measurement,
and how to implement these ideas in practice.

Societies such as the International Society for Quality of Life Research (ISOQOL) are well-
placed to develop such guidance considering its influence in the sector and commitment to
supporting the patient voice in patient-reported outcomes research [69].

Change will necessitate a shift in funding but also fellow researchers to support spearheads.
Such action should include individuals pushing the boundaries of standard study designs as
well as public bodies financially supporting intersectional research. Instigating change may
not always be rewarded by funding opportunities, yet fellow researchers can recognise when
colleagues are pushing for change and support initiatives however they can.

By considering “epistemological moorings” [70], researchers would have a clearer sense of
how the knowledge they generate connects to broader systems of oppression and the role
of intersectional populations in knowledge production. This push for transparency could also
come from journal requirements.

Understand what reflexivity is and how to engage with it meaningfully from the conceptuali-
sation of the research process through to implementation.

Example Resource:

- United Nation Intersectionality Resource Guide and Toolkit [25] — see discussion of reflexivity as
an‘enabler’

Appealing to researchers’ methodological rigour would be important for encouraging reflexiv-
ity as would journals requiring reflexivity in PROM development publications. Several qualita-
tive research journals in the social sciences already have such requirements [71] and so similar
expectations could be applied to health outcomes research journals.

Make use of existing guidance in a meaningful way.

Example Resources:

« REP-EQUITY toolkit [72]

Engage with more community-based participatory research methods.

Example Resources:

+ CBPR guidance in Table 1 [73]

+ Guideline 7 of from the Council for International Organizations of Medical Sciences [74]
Make use of existing guidance in a meaningful way.

Example Resources:

« Best practices in equity, diversity and inclusion in research practice and design [75]

Foster both socio-demographic diversity as well as multidisciplinary diversity.

Collaborate with external partners (e.g. intersectionality partner and/or patient advocates) to
support the integration of intersectional perspectives and facilitate a patient-centric approach.
Move away from checklists when developing PROMs as they do not foster in-depth reflection
about the most well-adapted methods [76]. An intersectional approach to PROM develop-
ment should be centred on adapting research to ensure the PROM's intended context and
population, both of which are key tenants of intersectionality [47], remain the focal points.

encourage the development of PROMs which are more
fit-for-purpose for heterogeneous populations, and that
ultimately outcomes which are more meaningful for
patients are considered in health-care decision-making.

Abbreviations
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FDA Food and Drug Administration
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