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ABSTRACT

Objective The inclusion of patient research partners
(PRPs) in research projects is increasingly recognised and
recommended in rheumatology. The level of involvement
of PRPs in translational research in rheumatology remains
unknown, while in randomised clinical trials (RCTs), it has
been reported to be 2% in 2020. Therefore, we aimed to
assess the involvement of PRPs in recent translational
studies and RCTs in rheumatology.

Methods We conducted a scoping literature review of

the 80 most recent articles (40 translational studies and
40 RCTs) from four target diseases: rheumatoid arthritis,
psoriatic arthritis, systemic lupus erythematosus and lower
extremity osteoarthritis. We selected 20 papers from each
disease, published up until 1 March 2023, in rheumatology
and general scientific journals. In each paper, the extent of
PRP involvement was assessed. Analyses were descriptive.
Results Of 40 translational studies, none reported PRP
involvement. Of 40 RCTs, eight studies (20%) reported

PRP involvement. These trials were mainly from Europe
(75%) and North America (25%). Most of them (75%)

were non-industry funded. The type of PRP involvement
was reported in six of eight studies: six studies reported
PRP participation in the study design or design of the
intervention and two of them in the interpretation of the
results. All the trials reporting the number of PRPs (75%),
involved at least two PRPs.

Conclusion Despite a worldwide movement advocating
for increased patient involvement in research, PRPs in
translational research and RCTs in rheumatology are
significantly under-represented. This limited involvement of
PRPs in research highlights a persistent gap between the
existing recommendations and actual practice.

INTRODUCTION

It is well established that the active involve-
ment of patients as patient research part-
ners (PRPs) brings valuable knowledge and
unique perspectives to medical research.
The knowledge, personal experiences and
understanding of PRPs of their disease and
the care they receive, provide invaluable
information that complements and enriches
scientific understanding of the diseases. This

WHAT IS ALREADY KNOWN ON THIS TOPIC

= The active involvement of patients as research
partners (PRPs) brings valuable knowledge and
unique perspectives to medical research and is rec-
ommended by European Alliance of Rheumatology
Associations.

= However, the implementation of these recommen-
dations in rheumatology research is unknown.

WHAT THIS STUDY ADDS

= PRP involvement in randomised trials remains low
and is lacking in translational research projects in
rheumatology.

HOW THIS STUDY MIGHT AFFECT RESEARCH,
PRACTICE OR POLICY

= Our study identifies areas of rheumatology research
(randomised controlled trials and translational re-
search) where the involvement of PRP needs to be
improved.

= The findings highlight the importance of raising
awareness of the benefits of involving PRPs in re-
search and of providing resources and training for

researchers and PRPs to facilitate their involvement.

perspective bridges the gap between research
and real-life experiences of patients, making
research more applicable and effective.
Government-supported initiatives, such as the
US Patient-Centred Outcomes Research Insti-
tute (PCORI) in 2010, have moved patients
from research subjects to contributors to the
research agenda. Recognising the benefits
of PRPs involvement in research, the Food
and Drug Administration (FDA) as well as
the European Medicine Agency (EMA), have
encouraged their involvement in medical
research projects.'®

In rheumatology, the European Alliance
of Rheumatology Associations (EULAR)
published recommendations in 2011 advo-
cating the inclusion of PRPs in research

BM)
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projects at all phases of the project.” Despite this initia-
tive, it has been reported that PRPs were involved in only
2% of rheumatology randomised clinical trials (RCTs)
published between 2016 and 2020.* Whether patient
involvement in RCTs has increased since then, remains
unknown.

In translational research, it has also been shown that
involvement of PRP is beneficial for research, patients
and researchers.” A scoping review in 2021 identified
32 studies engaging patients in preclinical laboratory
research.’ However, most of the studies concerned non-
rheumatological disorders. Therefore, the extent of PRPs
in translational research in rheumatology remains largely
unexplored.

We aimed to assess the involvement of PRP in research
in rheumatology by performing a scoping review of
recently published RCTs and translational studies.

MATERIALS AND METHODS
We performed a scoping review, which allowed us to
obtain an overview of the current state of patient involve-
ment in research in rheumatology.

MEDLINE and EMBASE databases were searched on
1 March 2023 using the following keywords: ‘systemic/
epidemiology’ OR ‘systemic/aetiology’ OR ‘systemic/
immunology’ OR ‘systemic/metabolism’ OR ‘systemic/
pathology’ OR ‘systemic/physiopathology’ (MeSH
Terms) (for translational studies) and ‘clinical trial’
(MeSH Terms) (for RCT). The search was performed
in four rheumatic diseases (rheumatoid arthritis,
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psoriatic arthritis, systemic lupus erythematosus and
lower extremity osteoarthritis) using the following
keywords ‘arthritis, rheumatoid” OR ‘lupus erythema-
tosus, systemic’ OR ‘arthritis, psoriatic’ OR ‘osteoar-
thritis, knee’ OR ‘osteoarthritis, hip” OR ‘osteoarthritis’.

The review was performed by two qualified special-
ists in rheumatology with experience in translational
research and clinical studies (ME and DB). No language
restriction was applied. In cases of uncertainty about
PRPs’ involvement, the other members of the team were
consulted. The 80 most recent articles (40 for trans-
lational studies and 40 for RCTs) (20 for each of the
target diseases, ie, 10 RCTs and 10 translational studies
per disease), published up until 1 March 2023, in rheu-
matology and general scientific journals with an impact
factor>H, were included.

General study features such as study design, disease,
geographical location of the study and funding source
were collected. The presence and type of PRP involve-
ment were assessed after evaluation of the ‘Methods’,
‘Author affiliations’ and ‘Acknowledgements’ sections.
In the case of PRP involvement, we collected data
concerning the number and the phase of the study in
which PRPs were involved, the way of recruitment and
the provided training. Data analysis was descriptive.

RESULTS

A total of 221 studies were initially screened; most of
them were excluded due to inappropriate study design
or disease focus (flowchart in figure 1A,B). Half of the
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Flowchart of the study. (A) For translational studies and (B) for randomised controlled trials. LeOA, lower extremity

osteoarthritis; PsA, psoriatic arthritis; RA, rheumatoid arthritis; SLE, systemic lupus erythematosus
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Figure 2 Percentage of studies involving patient research partners in recent translational studies and randomised controlled

trials (RCTs) in rheumatology.

translational studies were published in rheumatology
journals. Geographically, 50% of the studies were
conducted in Asia, 30% in Europe, and 20% in North
America. Most of the studies (77%) had a local setting
and 75% were non-industry funded. None of the trans-
lational studies involved PRPs (figure 2). However, one
study mentioned patient engagement for the dissemina-
tion of results to patients and the general public, which is
not usually considered a research partnership.

RCTs were predominantly published in rheumatology
journals (78%) and were conducted in North America
(52%), Europe (25%) and Asia (23%). Among the 40
RCTs, eight (20%) reported PRP involvement (three on
rheumatoid arthritis, three on lower extremity osteoar-
thritis, one on systemic lupus erythematosus and one on
psoriatic arthritis) (figure 2) 7" The trials reporting PRP
involvement were mainly from Europe (6/8, 75%) and
North America (2/8, 25%) with the majority of them
non-industry funded (6/8, 75%).

The phase of the study in which PRPs were involved was
specified in six of the RCTs, with all reporting PRP partic-
ipation in the study design or design of the intervention
and two of them also reporting involvement in the inter-
pretation of the results.*'* '* Specifically, in two of the
studies, PRPs were involved in the process of designing
the intervention (a website for patient education in both
cases).'"” "' All the trials reporting the number of PRPs
(6/8,75%) involved at least two PRPs (four RCTs involved
two PRPs, one involved four PRPs and one involved
five PRPs).*"" "> Only one study reported gender of

the involved PRPs (‘1 female and 1 male’)."® No other
information on PRP diversity was reported. Two studies
mentioned that PRPs were recruited through patient
organisations. One study reported training for PRPs for
the study. Further information is reported in table 1.

DISCUSSION

In this scoping review of recent published studies in
rheumatology research, PRPs were involved in 20% of
the RCTs and in none of the translational studies. These
findings underline a significant gap between recommen-
dations and actual practice.'* "

This is the first study assessing involvement of PRPs
in translational studies and we showed that not a single
study reported PRP involvement. This is a significant
concern, as translational research is an important step in
bringing laboratory findings to clinical practice. Involve-
ment of PRPs at this stage can ensure that the research
is grounded in patient experiences and needs, thereby
improving its applicability and potential impact on patient
care.’ The reasons behind this lack of involvement need
to be explored, and strategies need to be developed to
promote PRP inclusion in translational research.

There has been a modest improvement in PRP involve-
ment in RCT;, rising from 2% in trials published 2016—
2020* to 20% in the present review. This finding may
suggest that there is a growing recognition of the value
of PRP contributions in clinical trials. However, there
is still considerable room for improvement. Given that

Elhai M, et al. RMD Open 2023;9:6003566. doi:10.1136/rmdopen-2023-003566

3

"1ybuAdoo Ag parosiold ‘slied
ap xnendoH anbiignd aduelsIssy 1e £20Z ‘v¢ 19quanoN uo jwodfwg uadopwl//:diny woly papeojumoq ‘€202 J9qWBA0N €2 U0 99G£00-£202-uadopw/9eTT 0T Se paysiignd isay :uadO ANy


http://rmdopen.bmj.com/

RMD Open: first published as 10.1136/rmdopen-2023-003566 on 23 November 2023. Downloaded from http://rmdopen.bmj.com/ on November 24, 2023 at Assistance Publique Hopitaux de
Paris. Protected by copyright.

8
[Ye)
© :
o~
g
g
=
19bie1-01-1881] ‘| 2| ‘snsorewsyifus sndn| olwalsAs w
‘37S ‘siuyue plojewnayl ‘Y ‘siype sisenosd ‘ysd ‘sieuped yoseasal jusiied ‘qyd ‘{pauodal jJou ‘YN (SIHIYPBOISO AHWaLIXa Jamo) ‘yYOa7 ‘sbnip oiewnayJiiue BulAyipow-asessiq ‘auVvING W
uolelaidialul pue uonoslul 5
swnIoa) ‘dn-18s papinb-punoseJyn $.8202 m
’N  Apmis ubisep Apnis dN  ("HIN) 21and ¢ Jo sseusAROBl voe1 N ‘supsed g
(sisAeue &
Arepuooas uaund syl 10949 juswieal} Aipow m
ul 10U Inqg ‘1 DY 1uaied 1By} SJI0}0B} [EN}X81U0D €202 <
4N 8y1 jo Buiubiseq) YN dN dlland c JO uoneoynusp| vO®1 YJewusq ‘ussyusH Ww
AbBajens uooayul ol Joy Aisbins M
JOJeUIPI00D uojeulwassiq |joisug uoisinai abels-om] sa =
e Aq p9| ‘seA ubisep Apnis 10 Ajisianiun alland G abejs g|buls Jo SBWODINO Y091 MN ;, ¢20g ‘wolg B
Juswebeuew w
(e1sgom Jo uoiesld) -JJos Jo} swwelboud &
dN ubisep Apnig dN dN HN PSSeq-gam jo uolienjens 3TS Eepeue) pue ysSN |,€20¢ ‘Uod
(eUsgem Jo uoiesid) dnoub Jsad auluo 012202
dN ubisep Apnig HN 8jeAld 4 %00Q82e4 JO S}0843 v Y epeuBD®SN  ‘OAl|OZedoT
Aousiolye deals
(uonuaniayul J0} 8Jed [ensn 0} ejUWOSUI
Jo} [enuewl) Jo} Adeusayy |[eanoineyaq €202
4N ubisep Apnig 4N olgnd Z ©A1uboo Jo uosuedwo) vy yrewusq ‘eyooie
synsa. 9oualaype
ay1 JO uoIsSsSnosIp aydvNg uo uoiuanIalul
4N pue ubisep Apnis 4N Buweyd ¥ aweb Jo 10edw| vd SpuUBMBYISN 42202 ‘sinod
uonebisanul
Ayiousjul-uou Buliadey ,2202
4N 4N dN oljand N yum ABsyens 1zl vsd spuepayleN  ‘susesiaIydIn
Buiurea JUSWIBAJOAUI  JUBWIHNIOA dHd Buipund sddd Jo # annoalqo uilep aseasiqg Anuno) Jealk
jo adAy ddd “4oyine jsui4
(8=u) saipn1s papnjoul Jo sonisualoeIeyD Juswabebus usned | djqeL
c
[
o
(@)
(=]
=
o <



http://rmdopen.bmj.com/

8 Miscellaneous

RCTs form the backbone of evidence-based medicine, it
is crucial that PRPs are adequately consulted to ensure
that research outcomes are relevant and meaningful
to patients.16 In addition, whether this increase in PRP
involvement in RCTs reflects a form of tokenism or corre-
sponds to genuine participation has not been investi-
gated and should be further studied.

This persistent gap in the implementation of the
2011 recommendations on the involvement of PRP in
research” needs to be set against the now-demonstrated
benefits of involving PRPs in research and clinical trials.
First, patient’s involvement has been shown to improve
the quality and relevance of research, as well as the imple-
mentation and dissemination of study results.'” ' In addi-
tion, the participation of PRPs improves the recruitment
of participants in clinical trials'”'? especially if it includes
people with lived experience of the health condition
under study.19 Furthermore, a PRP intervention specif-
ically targeting retention (ie, the use of lay community
health advisers to support participants) was significantly
associated with a lower drop-out rate.'” These observa-
tions underline the central role of patient participation
and reaffirm that it is not merely a ceremonial inclusion,
but an essential element that amplifies the power and
relevance of research.

Interestingly, most of the trials involving PRPs were
conducted in Europe and North America versus none
in Asia. This raises questions about potential regional
differences in the recognition and implementation of
PRP involvement in rheumatology research.

Similarly, in another study, articles from the UK were
10 times more likely to include PRPs than those from
China.”” This geographical trend may be influenced
by the changing research landscape in these regions,
where patient involvement is increasingly recognised as
an essential component of holistic research in Europa.
European institutions and initiatives, for example, have
actively encouraged public and patient participation
in healthcare research, which may explain the greater
representation of PRP involvement in studies in this
region.” Similarly, there appears to be a convergence
in the way PRPs are conceptualised in Europe, with
similar attitudes and approaches in different European
countries.”’ In addition, public funding can encourage
the inclusion of PRPs: for example, the UK NIHR has
for several years included in its application process a
section in which applicants can either apply for funding
to include PRPs, or justify why they are not doing so. In
Asia, it has been shown that patient involvement and
participation in Chinese hospitals is influenced by factors
such as the level of involvement of civil society, the move
towards commercialisation and the cultural resources of
individuals. Furthermore, in terms of political context,
China lacks political support for involving patients in
healthcare.”

Thus, efforts to enhance PRP involvement should
consider the local cultural context and work with local

patient advocacy groups to foster a culture that supports
patient engagement in research.

In addition, it should be noted that the majority of
studies reporting PRP involvement were not funded by
industry. One possible explanation could be the intrinsic
nature of grants and public funding, for example, the UK
NIHR, which often prioritise or even mandate patient
and public involvement, ensuring that researchers incor-
porate PRP views from the proposal stage. Conversely,
industry-funded studies may face a different set of chal-
lenges, such as legal restrictions, proprietary concerns or
time constraints that could discourage PRP involvement.
It would be essential for future research to delve deeper
into these nuances to understand the dynamics between
funding sources and PRP involvement.

Although our study sought to provide an overview
of the involvement of PRP in rheumatology research,
our approach may have inherent limitations. First, it is
possible that important studies have been missed due to
the use of a scoping review. However, our aim was not to
analyse the most important articles in the field, but rather
the most recent ones, in order to provide an overview of
the current state of PRP involvement in rheumatology
research and to identify any gaps. Furthermore, our
review focuses on four prespecified rheumatic diseases
and does not explore the involvement of PRP in all rheu-
matological disorders. However, to provide a comprehen-
sive overview, we have decided to focus on four frequent
rheumatic diseases, of varied aetiology and dynamic in
terms of research. Further specific studies will be needed
to confirm our findings in other specific rheumatic
diseases. In addition, the methods used to determine the
involvement of PRPs were based on the data reported in
the articles; it is possible that some studies included an
involvement of PRPs that was not explicitly mentioned.
However, EULAR recommends acknowledgement of
PRP in published studies,” and the lack of mention of
PRP in the study may indicate a form of tokenism rather
than genuine involvement.

Despite greater patient involvement in rheumatology
research, particularly in the development of guidelines
and in international research networks,3 the involve-
ment of PRPs is not similar in all areas of rheumatology
research. Our study highlights persistent gaps in RCTs and
translational research, where PRP involvement remains
low.” To address these disparities, concerted efforts are
needed from all stakeholders, including researchers,
funding bodies and patient advocacy groups. There is a
need to raise awareness about the benefits of PRP involve-
ment, provide resources and training to facilitate their
engagement.
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