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ABSTRACT

Objectives To evaluate the extent and quality of patient
involvement reporting in examples of current practice in
health research.

Design Mixed-methods study. We used a targeted search
strategy across three cohorts to identify health research
publications that reported patient involvement: original
research articles published in 2019 in the British Medical
Journal (BMJ), articles listed in the Patient-Centered
Outcomes Research Institute (PCORI) database (2019),
and articles citing the GRIPP2 (Guidance for Reporting
Involvement of Patients and Public) reporting checklist for
patient involvement or a critical appraisal guideline for
user involvement. Publications were coded according to
three coding schemes: ‘phase of involvement’, the GRIPP2-
Short Form (GRIPP2-SF) reporting checklist and the critical
appraisal guideline.

Outcome measures The phase of the study in which
patients were actively involved. For the BMJ sample,

the proportion of publications that reported patient
involvement. The quality of reporting based on the GRIPP2-
SF reporting guideline. The quality of patient involvement
based on the critical appraisal guideline. Quantitative and
qualitative results are reported.

Results We included 86 publications that reported
patient involvement. Patients were most frequently
involved in study design (90% of publications, n=77),
followed by study conduct (71%, n=61) and dissemination
(42%, n=36). Reporting of patient involvement was

often incomplete, for example, only 40% of publications
(n=34) reported the aim of patient involvement. While

the methods (57%, n=49) and results (59%, n=51) of
involvement were reported more frequently, reporting
was often unspecific and the influence of patients’ input
remained vague. Therefore, a systematic assessment of
the quality and impact of patient involvement according
to the critical appraisal guideline was not feasible across
samples.

Conclusions As patient involvement is increasingly seen
as an integral part of the research process and requested
by funding bodies, it is essential that researchers receive
specific guidance on how to report patient involvement
activities. Complete reporting builds the foundation for
assessing the quality of patient involvement and its impact
on research.
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= Atargeted search strategy was used to identify ex-
amples of patient involvement reporting in a variety
of publication types and study designs in health
research.

= A mixed-methods approach allowed for an analysis
of both the completeness and quality of patient in-
volvement reporting.

= In this study, we coded statements reporting on pa-
tient involvement in 86 health research publications
that may be adapted for further use.

= (Qualitative studies were excluded from the analy-
sis: in many cases, it was difficult to distinguish be-
tween patients’ contributions as research partners
or as subjects of the qualitative research.

= Reporting of patient involvement was insufficiently
detailed to allow for a systematic assessment of the
quality of patient involvement.

INTRODUCTION

Patients’ viewpoints should be included in
clinical research as they are the most affected
by it."! Different approaches can be used to
make the outcomes of clinical research more
relevant to patients. One option is to actively
involve patients or patient representatives
in study design, study conduct and dissemi-
nation. Different terms are used to describe
this active involvement, for example, ‘patient
and public involvement’ (PPI) or ‘patient
engagement’. Patient involvement in health
research varies widely and can be categorised,
for example, according to the level or conti-
nuity of involvement, involvement in different
phases of the research or the methods applied
for involvement.' * Standards and principles
for patient involvement focus mainly on the
management of the relationship between
patients and researchers.” These principles
are important for a good collaboration, but
only reflect one quality aspect of patient
involvement or its impact on outcomes of
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clinical research. Given the efforts from patients, there is
also an ethical imperative to reflect about their input in
the publication, and the results and the impact of patient
involvement should be evaluated and published.

Quality in clinical research is assessed with critical
appraisal tools, such as the widely used risk of bias tool
for randomised controlled trials (RCTs).* 5 A critical
appraisal tool to assess the quality of patient involvement
was developed in 2010.° High-quality reporting is needed
to allow for critical appraisal and quality assessment. A
reporting guideline GRIPP (Guidance for Reporting
Involvement of Patients and Public) was developed in
20117 and updated in 2017 to GRIPP2.®? GRIPP2 comes
in two different formats: a long form (LF) for studies with
patient involvement as primary focus and a short form
(SF) for studies with patient involvement as secondary or
tertiary focus, such as, for example, clinical studies being
informed by an active involvement of patients.

In 2014, the British Medical Journal (BM]) group
endorsed a policy which made it a requirement to report
on PPI in BMJ journals and recommends GRIPP2 as a
reporting standard.'’ Price et al'' compared reporting of
PPI before and after the introduction of the BMJ policy.
They found that while 86% of research articles included
a PPI statement about 1year after the introduction of the
policy, only 11% actually reported PPI activities. Funding
organisations are also likely to play an important role in
improving the quality and reporting of patient involve-
ment, especially as they increasingly require patient
involvement in clinical research.'

The objective of this study was to analyse the extent and
quality of patient involvement reporting and the quality
of patient involvement in examples of current practice
in health research. We are aware of several studies that
investigated the rate and quality of reporting'” or criti-
cally appraised patient involvement in specific domains
of clinical research.'” "*'® Overall, these previous assess-
ments identified very few publications that reported
patient involvement and/or engagement and reporting
quality was suboptimal (eg, 0.4% of the sample described
the active involvement of patients in orthopaedic
research'®). Jones et al'” also included studies which had
patient involvement as primary focus, such as prioritising
research topics. Our scope was different: we focused on
studies that actively involved patients to inform the study
methodology (including dissemination) but did not have
patient involvement as primary focus. We did not limit
our analysis to a specific research area or experimental
design (eg, RCTs), butincluded three purposively selected
cohorts of publications in which we expected reporting
of patient involvement. We considered patients as people
affected by the disease or topic, their family members or
representatives of those affected.

METHODS
A protocol detailing the methods of this study was pre-
registered in the Open Science Framework (28 April

2020) and is openly available'” (see also online supple-
mental material 1).

Samples

In order to identify publications that report on patient

involvement, we used a targeted search strategy in the

following three samples, restricted to English-language
publications:

1. Publications in the journal the BM], which requires re-
porting on patient involvement in research articles. We
performed a Web of Science search (Web of Science
Core Collection, 4 March 2020) to obtain all publica-
tions published in 2019 in the BMJ (document types:
‘Article’ or ‘Review’).

2. Publications listed in the Patient-Centered Outcomes
Research Institute (PCORI) database.'® PCORI is a US-
based organisation funding patient-centred research,
which continuously screens Medline via PubMed,
relevant journals and PCORI staff recommendations
for publications on patient engagement in health re-
search. We filtered for topic: example of engagement
in health research; stakeholder involvement: patients;
year: 2019.

3. Publications indexed in Dimensions'? citing one of
the two GRIPP2 publications®? or the critical appraisal
publication.’

Details of the search strategies can be found in online
supplemental material 2. All included publications across
these samples were checked for additional links or refer-
ences, which described patient involvement in more
detail. If additional relevant documents were found (eg,
online supplemental materials, previously published
protocols), they were included in the sample.

Inclusion and exclusion criteria

The inclusion and exclusion criteria outlined in the
protocol were refined during the screening process to
accommodate for the wide variety of studies included in
the sample. As a result, the following inclusion and exclu-
sion criteria were applied across all samples (see flow
chart in online supplemental figure 1).

Study type

» Quantitative studies (RCTs, observational studies,
etc) were included; qualitative research studies were
excluded. We excluded qualitative research publica-
tions, as in many cases it was difficult to distinguish
between the active involvement of patients in the
study and their involvement as subjects of the quali-
tative research.

» Systematic reviews and scoping reviews were included;
narrative reviews were excluded.

» Mixed-method studies and those which used quali-
tative and quantitative methods were included if the
methods were mainly quantitative.

» Protocols were excluded. If an original publication
in our sample cited a protocol which provided more
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detailed information on patient involvement, this
protocol was included as an additional document.

» Studies in which a tool was developed and tested
were included. Studies in which tools/interventions/
outcomes were developed but not applied were
excluded.

» Comments, editorials, guidelines, consensus papers
and other publications, which did not aim to answer a
research question, were excluded.

Patient involvement

» Publications were included if a patient involvement
activity was described for at least one phase of the
study in the main text (only in the acknowledgements
was not considered as sufficient), that is, patients
or patient representatives were actively involved in
designing or running the study, were engaged as
co-researchers, supported the dissemination of results
or had an advisory function; participating in a study
as a ‘subject’ or ‘participant’ was not considered as
sufficient to qualify as patient involvement.

» Publications were included if patient involvement was
used to inform the study, but it was not the primary
focus of the study. The authors’ decision whether to
complete the SF or LF of the GRIPP2 reporting check-
list was used as an indicator of the focus of the study
(if applicable).

» Publications were included if patient involvement
activities had already been conducted (not only
planned). The only exception was for patient involve-
ment in dissemination activities. Given that dissem-
ination activities often take place after a study is
published, studies with planned patient involvement
in dissemination activities were included.

All identified studies were screened by at least two
members of the team. Discrepancies were discussed in
the team until a consensus was reached.

Coding

We coded all publications and additional documents

using three coding schemes (online supplemental tables

1-3):

1. Phase of involvement: included publications had to re-
port patient involvement in at least one of the three
study phases: study design (subcodes ‘research ques-
tion’ and ‘outcome measures’), study conduct or dis-
semination (subcode ‘coauthoring the manuscript’).

2. GRIPP2-SF® to assess the reporting of patient involve-
ment.

3. Critical appraisal tool’ to assess the quality of patient
involvement.

We used an inclusive and pragmatic approach in the
coding. For example, we accepted a statement such as
‘patients were included to inform the study design’ as suffi-
cient to describe the aim of patient involvement according
to GRIPP2. A mere description of tasks was considered
as sufficient to code ‘have the researchers discussed the
nature of tasks’ according to the critical appraisal tool.

We also coded acknowledgement and contribution state-
ments if these mentioned phases or activities of patient
involvement. With the aim of assessing the quality and
impact of patient involvement based on included publi-
cations, we coded statements that addressed criteria in
the critical appraisal tool. However, the varying amount
of detail reported across publications and samples did not
allow for a systematic appraisal of the quality of patient
involvement.

Two raters coded all included publications according
to the coding schemes. Discrepancies were discussed
until a consensus was reached. If this was not possible, a
third person assessed the respective passage and the team
decided by majority vote.

Analysis

Coded segments were exported from MAXQDA* and
analysed further in Microsoft Excel. Codes from addi-
tional documents were merged with that of the original
study. We quantified how many publications in each
sample reported one of the codes at least once. For
the BMJ sample, we additionally report the frequency
of patient involvement across all research articles that
were published in 2019, given the journal’s requirement
to report whether PPI has taken place.'” Of the n=200
search results for the BM] sample, n=155 were articles
that reported (original) research (see online supple-
mental figure 1). These had to be identified to compare
our results with Price ef al."

Additionally, we conducted a qualitative content anal-
ysis based on the extracted GRIPP2 codes. Similar codes
within the same GRIPP2 category were grouped into over-
arching themes. All coded segments were also reviewed
for illustrative examples.

Patient and public involvement

Patients or the public were not involved in the planning
or conduct of this meta-research study. The analyses were
not restricted to studies on specific diseases or patient
populations; therefore, it would not have been adequate
to include a specific patient group since this research
is not specifically relevant for them. The main target
audience includes researchers and other stakeholders
in health research (eg, journal editors, funders). The
results have been discussed in workshops with health
researchers and patients and/or patient representatives
and other stakeholder (eg, funders) to raise awareness
of this topic and to describe the progress of integrating
patient involvement in health research.

RESULTS

Inclusion and exclusion

A total of 86 research publications were included in
the analysis after applying our inclusion and exclusion
criteria (see online supplemental figure 1). From the BMJ
sample, 32 of 155 research articles (21%) were included
because they reported PPI activities and qualified as
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Table 1 Phase of involvement

Phase of involvement BMJ (N=32) PCORI (N=41) Citation (N=13) Total (N=86)

Study design 75% (n=24) 100% (n=41) 92% (n=12) 90% (n=77)
Research question 16% (n=5) 15% (n=6) 31% (n=4) 17% (n=15)
Outcome measures 22% (n=7) 41% (n=17) 23% (n=3) 31% (n=27)

Study conduct 56% (n=18) 76% (n=31) 92% (n=12) 71% (n=61)

Dissemination 41% (n=13) 39% (n=16) 54% (n=7) 42% (n=36)
Coauthoring the manuscript 6% (n=2) 24% (n=10) 38% (n=5) 20% (n=17)

BMJ, British Medical Journal; PCORI, Patient-Centered Outcomes Research Institute.

quantitative study. We included a further 41 publications
from the PCORI sample and 13 from the Citation sample
(12 citing GRIPP2 and 1 citing the critical appraisal
tool). Most frequently applied exclusion criteria were
‘no patient involvement’ and ‘no research publication’.
We included 35 additional documents, which provided
further information on patient involvement described in
the publications.”'

Phase of involvement

Patients were most frequently involved in the study design
(90% of included publications, n=77), followed by study
conduct (71%, n=61) and dissemination (42%, n=36)
(table 1 and 21). In 17% (n=15) of the publications,
patients were involved in formulating the research ques-
tion and in 31% (n=27) in defining outcome measures.

GRIPP2 (short form)

Between 13% (n=4, BMJ sample) and 77% (n=10, Citation
sample) of the publications reported the aim of patient
involvement (table 2 and 21). The predominant code for
aim identified in our sample was ensuring that patients’
perspectives were taken into account. Coded segments
ranged from vague statements (table 2, Example (E) 1) to
more elaborated accounts (table 2, E2). Other examples
included support with recruitment or the dissemination
of the results and ensuring the accessibility or accept-
ability of the study.

More than half of the publications (57%, n=49) provided
some information about the methods used for patient
involvement in the study. However, these accounts were
often not very detailed. The most predominant code was
consultation or giving feedback, indicated by describing
the group involved: patient representative, advisory
group, patient group, adviser to the steering committee,
patient engagement group or lay representative. In many
cases, even very basic information such as the number of
involved patients, the frequency of meetings or explana-
tions on how discussions took place was lacking (table 2,
E3). Some publications reported on approaches they used
for the consultation, such as working on an online plat-
form or group meetings. Others used additional methods
such as focus and discussion groups or interviews with
patients to get further input on specific questions. A
detailed, informative example was the development of a

‘roadmap’ prior to the study (table 2, E4), which served
to identify how stakeholders could influence the study.

Of all publications, 59% (n=51) reported the results of
patientinvolvementin the study. Examples of the reported
outcomes included making materials easily understand-
able, supporting with or sharing ideas on recruitment,
raising awareness about the study and identifying patient-
centred outcomes. The level of reporting varied from
broad statements with only few or no concrete exam-
ples (table 2, E5) to more detailed information on the
outcomes of the patient involvement and its influence on
the study (table 2, E6; see also Minneci et al?® for detailed
information in a supplement).

Of all publications, 42% (n=36) provided information
on the influence of patient involvement on the study
(‘discussion and conclusions’). Examples include its
influence on the intervention, recruitment, retention,
usability of study findings (table 2, E7) and outcomes
(table 2, E8).

A relatively small number of publications (22%, n=19)
reported reflections and critical perspectives on patient
involvement. Some reflections related to the research
context and how its structure and settings may not always
be welcoming for patient involvement (table 2, E9).
Others discussed a possible lack of representativeness or
diversity in the sample of PPI contributors (table 2, E10).

Critical appraisal tool
The critical appraisal tool® focuses on the quality and
impact of user involvement in research (table 3 and 21).
Specific appraisal criteria were rarely reported, such as
discussing the level of involvement (7%, n=6), consid-
ering whether findings were disseminated appropriately
to recipients (7%, n=6) or conducting a formal evaluation
(6%, n=b). More general appraisal criteria were reported
more frequently, such as the nature of tasks patients
were asked to perform (45%, n=39), how findings were
disseminated (not requiring an active part of patients)
(47%, n=40) or a general evaluation of the added value
of involving patients in the research process (48%, n=41).
Further appraisal criteria that were addressed in very
few publications were the nature of training of patients
(8%, n=7) and researchers (1%, n=1), as well as ethical
(3%, n=3) or methodological (6%, n=5) considerations

4

Weschke S, et al. BMJ Open 2023;13:064170. doi:10.1136/bmjopen-2022-064170



"
»n
(V)
o
o
©
c
(0]

panunuon

(uonen) mm..>v3w yoJeasal ay pue swwelboid

MHAH 8y Buuaalep ul paoey sebus|ieyd sy} inoge uado Ajjny g 0} wea) Yoseasal sy}
pabeinoous dnoJb 8y "UOIBUILISSSIP JO} S[SUUBYD BIpSW [BI00S ,S8IILIOYINE [ED0] 8Y}
JO 8sn 8y} epn|oul 0} pue sswweiboud [spry AyyesH ‘speq AulesH] MHAH @y} papuny
Jey} salJoyine [eoo| 8y} 0} 3oeq sbuipuly a8y} podal 0} Juepodwi sem 3} jeys Jybnouy
sanleluasaidal |dd ‘synsaJ Apnis JO UoljeuUIWSSSIP Inoge payse usyp) "eseyd uolerdepe
[e4n}n2 8y} Joj sdnoub Sspnoog pue sgn|o SYe [elJewl PUB [00YDS-I9}e WO} Sisyie}
pajnJoal A||nyssaoons pue payoeoidde em ‘@iojaiay] ‘(Sesjusd spods pue sgnjo [00Yds
-1sye ‘sgn|o yinoA "6-8) Apnis sy} Buipoddns ul pajsalsiul 8q ybiw jey) pue uoleindod
196ue]1 JNO Ag passeooe ag 1ybiw 1ey; suolesiuebio paisabbns dnoib |dd aul ‘[eu: ey}
0} JUsw}inJioal }1S00q 0] "SAISN|oul 8iow 8q 0} pabueyd sem uonsanb uj [eusyew ay |
‘(sseyyeydals “6°9) saunbiy Joyiey, || 40} YBnous SAISn|oul JOU 818Mm (8INYD0Ig UOIFeYAUL
pue 18jyes| uonew.ojul Juedioiped) [eusiew Buioey-juedioiped ey payels dnoib ay],
juswidle)s aniew.ojul :93

(PING) ¢ AIqEISPISUOD

|000304d 8y} 8Aoidwil 03 pue uonsanb yolesasas ayy sulyal 0} padiay indul 4By,

s|iejap Bunjoe| Juawalels peouq :G3

(Id00d)

e 21ANd BY} pue seiiuNwWwod Buiedioied o} 3oeq synsas Bulreujwassip pue sbuipuly
Apnis Buneidiaiul Buipnjoul ‘uorie|suels (i) pue ‘uoiyejuswsa|dwi Apnis (g) ‘uonuajal pue
juswiinIoal Jusiied,/endsoy (g) {(sieraiew) ‘Juswainsesw SaWOo2IN0 ‘sainpadoid pue
ubisap uonuanaiul ‘ubisep Apnis Buipnjour) Buiuueld Apnis (1) :S8INAIOE JO S}as A8
uo pasnooy ueld Juswabebus Jepjoyayels JnQ "unbaq Apnis ay} aiojeq uans ‘Apoinb
slepjoyayels abebus 0} suonoe paulsp }obie} 0} sn pamoje dewpeos Jop|oysXEe]s e
Buneai) (--7) "Apnis 8y} edouanjjul pjnod siepjoyayels aiseym Bujuino (dewpeo.,) ueld
Juswebeuew Japjoysyels e padojeasp sieyasessal sy} ‘pouad preme-aid sy} buung,
JUSWId)e)S SAIEWIOJUI ‘pajIeIap 3

(PNEG) ;¢ AioBans Aysejdoaypre sauy suoBiepun Ajsnoinsid

pey oym sjusiied yyum ‘pun uno uj sdnolb uoissnosip Joye paliiuspl aJem sainsesw
SWO2IN0 8Y], PUB ,"SaINSeal sWwodino 8y} Buluiwialep Joy pue uolsanb yosessa.

ay} Bumss uj sjusiyed BulAjOAUl JO SUBBW B SEB pasn aiem sdnoib uoissnosip jusijed,
sjiejap Bunpjoe| Juawalels peouq g3

(uoney)) . Buiwpymiano

SS9| $S900.d JUBSUOD Y} 8Yew 0} AJeSS808U aJe ey} S||IYS UOIFedIuNwiwod pue
aouelonasIad ‘@ousiadxe paAl| 8yl sey Janibaleod Ajiwe) siy} asneodaq ajel uone|dwod
ay} asealoul ||Im sIy} 10adxe ap) “salieuuolisanb ayj Jo uona|dwod sy} Yyim
sianibaled Ajiwey isisse pue sjuedioiped [oius ‘sasinu apispaq yoeoidde 03 ('SH'g)
Jaupred juaied e pasiy am ‘Apnis [N} 8yl Ul 81ed uold|dwod paroidwil Ue ainNsus o] ,
juawWiaje)s aAlewIoUl ‘pajelodgeld g3

(uonenD) .. -enoadsiad sjusied e spiroid 0} pajNIos) Sem SH,

juawiajels oioadsun ‘@anbena L3

(LG=U) %65

(6¥=U) %.S

(Pe=u) %0Y

(01=u) %22

(c1=u) %c6

01=u) %2

(ee=u) %8,

(82=U) %89

(02=v) %6¥

S8WO02IN0 8Alehau
pue salysod yioq Buipnioul ‘Apnis
8U} Ul |dd JO synsas ey} Hodey

(6=U) %82 synsai Apnig

Apnis ay3 Ul |[dd 10} pasn spoyiawl
8y 0 uoiduosap Jesjo B 8pIn0id

(6=U) %82 SpPoYIo

Apnis sy} ul |dd 40 wre sy} yodey
(7=u) %el wiry

suoneoliqnd ay} wouy (3) sajdwexgy

(98=N)
elol

(€1=N)
uoneno

(1=N)
1400d

(ee=N) 4S-¢ddido
rng

sy nsaJ aAlelENnb pue aAleyuenb 4S-g2ddIdD 01 Buiploooe jusweA|oAul Jusiied jo Buipodey g ojqeL

Weschke S, et al. BMJ Open 2023;13:e064170. doi:10.1136/bmjopen-2022-064170



*JUBLLIBA|OAUL

o11gnd pue usned ‘|dd ‘einHisu| yosessay SawooinQ palsjusd-jusied ‘HODd ‘WIo4 HoYS-2lignd pue sjusiied 4O JusWaAjoAu| Buipioday 4oy @oueping 4S-zddIHD ‘[eunor [eoipan ysiug ‘rNg

(I40Dd) 4. 'spre Buluueld

9Je0 90UBAPE INOJE Sal|iWe) JIdy} pue sjuaiied Yyum smaiaisiul aAIubod —yoJeasal Jno
J0 abe)s 1xau 8y} wuoul Aj30aJIp [|Im A8y} pue spie uoisiosp palajuad-Ajiweyausiied

Jo sjoadse A8y BulAyipuspl 0} [eyA aq [|im s1ybisul J1sy) JenamoH ‘sanijoadsiad Ajiwey
-juaijed jo abuel aneuasaidal e apinoid jou Aew Ajjusnbasuod oym pue josfoid ay3 0}
paniwwo9 Ajdesp ase oym siequisw Ajiwe} pue spusied Buibebus aq |jim uoleHwI| suQ,
ssauaAnnejuasasdals uo Bunosjyal Jusawalels 013

(uoney) 4 'ssouped |dd

uo usping [eloueul} B 8sned Aew Asy} ‘siesodoid yosessas Buidojansp jo sabeis [eljul
ay} Bunnp pajewiiss Aj3081109 10U aJe S1S09 8say} §| ‘Ajgrerdoidde s1s00 sy} sjewise
pue abe}s [esodoud jueib 8y} 1e |dd ueld sieyosesasal jey uepoduwl Ajpwiaixe sl |,

pUB ,'Pa1oNpPUOD 8J9M SUOISSSS 8U0-01-8U0 ‘SJUSWIHWWOD 8|Npayos sieuped |dd yum
Sa1}IN2IYIp 01 anp ‘yewloy dnolb e Ul SUOISSaS 9S8y} }ONPUOD 0} papudlul am ‘AjleulbuQ,
sanssi [euoneziuebio uo Buoa|jal JUsWAe]s 63

(Id00d)

,e SHUlodpus Buiznuoud pue Bulkpiuspl Jo suesw eAlleAoull Ue papiroid Uooe|es
wiodpus uj seyoeoidde yosessal pue uswsabebus yioq Buisn ‘Apnis Jusiind sy} Jo
1X81U00 paluUBLI0-99110e4d 8Y} U] "Uoabins pue jusiied By} Usamiag UoEdIUNWWOD uado
abeinoous 0} 08pIA 8Y1 0} pappe aq abenbue) jey) palinbal osje swooino u abueyo
sIyl "paquosap Ajsnoiraid usaq aaey YdIym J0} s8inpadoid ‘[els} Uoien|eAs 0opIA
Buiynsal 8y} Ul ,UolesIBAUOD UosBins—jusiied 8y} JO 8injeu paieluso-jusiied, ainsesw
8y} Aq pazijeuoijelsado sem UOISSNOSIP 8y} 40 ssaujnjBulues|A "uoIsSsnosip [nybuluesw e
Buiney o} uoisseidep pue A}oIXUe WOoJ) Uoiien|eAd S,09pIA 8U} JO awoono Alewnd ayy
aBueyd 0] Jopuny} si Yum pajennobou wesl ay] ‘[el} uoiien|eas sy pue oapiA [Buiuued
2JB0 90UBAPE] DV Y} U10g Jo ubisepal [enueisgns e Ul paynsal ‘aiojeloy} ‘uoissaidep
pue Ajaixue Buionpas JoA0 uoissnasip ueldisAyd |nybuiuesw Jo uolyeziioud jusiied,
awooino Atewnid ay} uo aduanjyul ayy uo sjielep Buipinoid Juswalels g3

(uoneyD) 4. PanuBI-Ajiue;

pue |njBuiuesw Aj[eoluljo yioq aiem sbuipuly mainsl 8y} 1By} painsus aouepinb Jisy

‘(") seniAiloe uonE|SUB} 8Bpa|Mmouy pajelBaiul Jno Jo ped se (sieyoteasal pue sjuased
‘suelolulO "8°l) siapjoyayels Ay Buibebus Aq sBuipuly ano jo Aljigesn sy} paoueyus sp,

(61=U) %ee

(01=u) %22

(8=U) %02

aousladxs

SIY} WoJj ules| Ued SI8y}o oS

‘JoU pIp 1By} 9SOU] PUE [[oM JUSm

1eys sbuiyy sy} uo Bunosjal

‘ApN3is 8y} uo A||Bo1o JusWWoD)

(1=u) %¢ oanoadsiad |eonlo/suonoa|jey

sjo8ye

anlzebau pue aAysod equossq
‘|lesano Apnis ayi peousnjul |dd
UOIUM O} JUSIX8 8y} UO JUsLLIO)

Apgesn uo asuanpul uo Buodal Juswaless 123 (9e=U) %2t (6=U) %69 (gz=u) %vs (G=u) %91 SUOISN|2UO0D pue uoissnasiqg
suoneolqnd ay} wouy (3) sajdwex3 (98=N) (€1=N) (L=N) (ece=N) 4S-¢ddido
lelol uoneyd 1H0Od rinNg

psnupuod g a|qelL

)
7
o
3]
3]
®©
c
[
o

o

Weschke S, et al. BMJ Open 2023;13:6064170. doi:10.1136/bmjopen-2022-064170



Table 3 Reporting of patient involvement according to Wright et al® critical appraisal tool: quantitative results

BMJ PCORI Citation Total

Question Consider the following (N=32) (N=41) (N=13) (N=86)
Planning and project design 38% (n=12) 54% (n=22) 69% (n=9) 50% (n=43)
1. Is the rationale for  (a) Have the researchers explained the rationale for user 3% (n=1) 34% (n=14) 46% (n=6) 24% (n=21)
involving users clearly involvement? (rationale)
demonstrated?
2. Is the level of (a) Have the researchers explained and justified the level of — 7% (n=3) 23% (n=3) 7% (n=6)
user involvement user involvement (level of involvement)
appropriate?

(b) Have the researchers discussed the nature of tasks users 34% (n=11) 46% (n=19) 69% (n=9) 45% (n=39)

were asked to perform (eg, identifying the research question,
selecting the research method, commenting on information
sheets, data collection, data analysis, dissemination)?
(nature of tasks)

Recruitment and training

3. Is the recruitment
strategy appropriate?

4. Is the nature of
training appropriate?

(@) Have the researchers explained how users have been
identified? (identification)

(b) Have attempts been made to involve a wide cross-
section of interests where appropriate (eg, ethnic minorities,
age, gender)? (diversity)

(c) Have the researchers discussed the credentials of the
users involved? (eg, Do the researchers discuss why the

users involved are appropriate to meeting the aims of the
involvement activity?) (credentials)

(@) Have the researchers discussed the nature of the training
provided? (nature of training)

(b) Is the nature and extent of the training justified by the
researchers? (eg, Do the researchers discuss how the
training meets the needs of the users during the course of
the study?) (justification of the training)

(c) Has an account been given of user involvement training
for professional researchers, where necessary? (user
involvement training for researchers)

Data collection and analysis

5. Has sufficient
attention been

given to the ethical
considerations of user
involvement and how
these were managed?

6. Has sufficient
attention been given
to the methodological
considerations of user
involvement and how
these were managed?

Dissemination

7. Have there been
any attempts to
involve users in the
dissemination of
findings?

(a) Do the researchers discuss ethical issues relating to the
involvement of users in research (eg, fatigue, the emotional
demands of data collection)? (ethical issues)

(b) Are there any discussions about the management of
ethical issues (eg, provision of adequate information about
research tasks, peer supervision)? (management of ethical
issues)

(@) Have the researchers discussed methodological issues
relating to user involvement in research (eg, potential impact
on the quality of the data)? (methodological issues)

(b) Do the researchers discuss how methodological issues
are managed (eg, how differences in interpretations

of qualitative data are negotiated?) (management of
methodological issues)

(a) Have users been involved in the writing of the
... funding application? (writing of the funding application)

... of the publication? (writing of the publication)

(b) Have the researchers described how the findings have
been disseminated to participants and service users?
(description of dissemination)

6% (n=2)
6% (n=2)

3% (n=1)

3% (n=1)

3% (n=1)

84% (n=27)
9% (n=3)

6% (n=2)
81% (n=26)

39% (n=16)
29% (n=12)

10% (n=4)

15% (n=6)

5% (n=2)

2% (n=1)

10% (n=4)
2% (n=1)

2% (n=1)

10% (n=4)

5% (n=2)

46% (n=19)
10% (n=4)

27% (n=11)
27% (n=11)

77% (n=10)
62% (n=8)

8% (n=1)

23% (n=3)

38% (n=5)

31% (n=4)

31% (n=4)
15% (n=2)

8% (n=1)

8% (n=1)

15% (n=2)

69% (n=9)
38% (n=5)

46% (n=6)
23% (n=3)

33% (n=29)
26% (n=22)

6% (n=5)

12% (n=10)

8% (n=7)

5% (n=4)

1% (n=1)

10% (n=9)
3% (n=3)

3% (n=3)

6% (n=5)

5% (n=4)

64% (n=55)
14% (n=12)

22% (n=19)
47% (n=40)

Continued
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Table 3 Continued

BMJ PCORI Citation Total
Question Consider the following (N=32) (N=41) (N=13) (N=86)
(c) Are findings disseminated appropriately where necessary 9% (n=3) 5% (n=2) 8% (n=1) 7% (n=6)
(eg, translation of findings into different languages, provision
of interim findings to participants in receipt of palliative
care)? (accessible dissemination)
Evaluation and impact assessment 19% (n=6) 59% (n=24) 85% (n=11) 48% (n=41)
8. Has the ‘added- (a) Do the researchers discuss what difference involving 19% (n=6) 59% (n=24) 85% (n=11) 48% (n=41)
value’ of user users in the design and conduct of the research has
involvement been made to the research process? (ie, Have the researchers
clearly demonstrated? considered whether the study and findings would look any
different if users were not involved?) (difference made to the
research process)
(b) Do the researchers support the claims for the benefits of 13% (n=4) 51% (n=21) 62% (n=8) 38% (n=33)
user involvement with examples from the research project?
(examples of assessment of the benefits)
9. Have there been any (a) Have the researchers discussed the evaluation of the — 7% (n=3) 15% (n=2) 6% (n=5)
attempts to evaluate  impact of user involvement on the research project (eg,
the user involvement  impact on the length of the study, the financial cost of
component of the involvement activities, cost-benefit analyses)? (evaluation of
research? the made impact)
(b) Do the researchers support claims about the impact - 2% (n=1) 8% (n=1) 2% (n=2)

of user involvement with examples from the evaluation?

(examples of evaluation)

BMJ, British Medical Journal; PCORI, Patient-Centered Outcomes Research Institute.

and how these were managed (3%, n=3and 5%, n=4,
respectively).

DISCUSSION
We analysed a sample of 86 publications in health research
that reported on patient involvement. While many
publications provided information on general aspects
relating to patient involvement, even very basic details
were often lacking. For example, nearly all publications
reported generally that patient involvement took place
during study design. However, more specific information
about whether this involvement in study design included
defining the research question or prioritising outcome
measures was reported to a much lower extent. Similarly,
40% and 57% of publications reported on GRIPP2 aims
and methods, respectively, but the reporting was often
suboptimal and statements rather vague. Despite authors
alluding to many aspects of patient involvement included
in the GRIPP2-SF and critical appraisal guidelines, we
identified a need to improve completeness and details
of reporting. This corroborates findings from previous
studies on reporting of patient involvement and/or
engagement.'” 1

Due to this incomplete reporting, coding according to
the GRIPP2-SF categories was a challenge: the sparseness
of reporting in many of the publications meant that these
categories were relatively broad and overlapping. For
example, a statement such as ‘patients helped with the
identification of meaningful outcomes’ could describe
the method (ie, focusing on the process) or the results (ie,
identifying outcomes) of patient involvement. While the
GRIPP2-SF reporting checklist is certainly useful to guide

reporting in studies not having patient involvement as
primary focus, our findings suggest that complementary
measures could further bolster its impact on the quality
and consistency of the patient involvement evidence
base. Such measures could, for example, include broader
requirements to include a statement on patient involve-
ment in publications, more specific guidance for authors
and peer reviewers, and standardised formats without
word count restrictions to support more complete and
consistent reporting. High-quality reporting is the basis
for assessing the quality of patient involvement.

We observed considerable differences between our
three samples regarding reporting, with both the Cita-
tion and PCORI sample providing more information
on patient involvement than the BMJ sample. In these
samples, patients were also more often coauthors of the
manuscripts, reflecting their active roles in the whole
research process. This is not surprising given the expected
emphasis on patient involvement in the former samples
compared with providing information in a mandatory
section.

For the BM] sample, we assessed the percentage of publi-
cations that reported patient involvement in the manda-
tory PPI section. Of all research articles published in 2019
(n=155), 21% reported patient involvement activities. In
the sample of Price et al,'' which included research articles
published between June 2015 and May 2016 in the BM],
patient involvement was reported in only 11% of the arti-
cles. Thus, the proportion of research articles reporting on
patient involvement doubled in only a few years, demon-
strating the impact of this journal policy to enhance visibility
and to raise awareness for patient involvement. While this

8
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trend is encouraging, descriptions of patient involvement
in the BMJ sample were generally very short and did not
elaborate on the results of patient involvement or provide
a thorough description of the process. For example, several
publications reported on the inclusion of patient discussion
groups without describing the composition, specific tasks or
influence of this group.

In contrast, in the PCORI and Citation samples, we often
found very detailed descriptions of patient involvement,
including the nature of performed tasks, concrete exam-
ples of its influence on the study and critical reflections (see
Weschke et af' and table 2). In many cases, these descrip-
tions were provided in additional documents. This suggests
that the word count limit imposed by journals likely contrib-
utes to the limited detail in patient involvement reporting.
Additional documents or structured tables for reporting of
patient involvement may be helpful. However, this approach
may come with the risk that patient involvement is seen as
an add-on rather than as an integral part of the conducted
research.

Strengths and limitations

One of the strengths of our study was the use of a targeted
search strategy to identify examples of patient involvement
reporting in current practice across a variety of publication
types and study designs in health research. Moreover, coding
according to three distinct schemes allowed us to capture
different aspects of relevance, including the phase of
patient involvement, the use of and adherence to reporting
guidelines (GRIPP2-SF), and the quality and impact of
patient involvement (critical appraisal tool). All statements
reporting patient involvement analysed in this study are
openly available® for further use. For example, coded state-
ments may inform the development of automated tools to
detect reporting of patient involvement in publications.

We could not systematically assess the quality of patient
involvement according to the critical appraisal criteria as
originally planned. Quality assessment highly depends on
reporting completeness and detail, which was inconsistent
across publications. Such an analysis in our diverse sample
might have favoured long versus short reports, or partic-
ipatory health research approaches versus PPI activities
informing a clinical trial.

Initially, we did not plan to exclude publications applying
qualitative research methods. However, we did not find a
clear definition to differentiate between the active involve-
ment of stakeholders and their involvement as participants
in qualitative research, for example, in focus groups or inter-
view studies.” ™ In some cases, both were reported in the
same publication.”” This particular challenge has previously
been noted in the context of assessing reporting of PPL"
Despite attempts to delineate these approaches by differenti-
ating between producing data to answer research questions
versus informing decision-making processes of a research
project,27 this is not common practice yet. More generally,
excluded qualitative research studies that reported patient
involvement often had patient involvement as primary focus.
An analysis of these studies was beyond our scope. While

the targeted search used in this study facilitated the identi-
fication of patient involvement reporting in practice, it was
challenging to develop appropriate inclusion and exclusion
criteria and apply them consistently across the wide variety
of included studies. In some cases, a different categorisation
may have been possible. Moreover, since reporting of patient
involvement is sometimes limited to very brief statements
within the main text of a publication, it is possible that some
publications reporting patient involvement were missed.
Finally, we used GRIPP2 as a reporting guideline to assess the
completeness of reporting of the included publications. The
use of reporting guidelines without modification to serve
as evaluation tools has been questioned by Logullo et af® as
their purpose is to guide writing. However, the authors of
GRIPP2 explicitly stated that it can also be used for planning
patient involvement or for quality assurance.®

CONCLUSION

Despite important developments in the last years, patient
involvement is still not a well-established approach in clin-
ical or health research.'** Therefore, we would encourage
journals to request an obligatory patient involvement state-
ment from their authors, and to give guidance on detailed
reporting in a structured table or additional document. We
would also encourage journals and funding organisations to
support the reporting of patient involvement by requiring
the use of GRIPP2-SF as a reporting tool. Finally, we
encourage researchers to include sufficient detail on patient
involvement in their study to allow others to derive and apply
lessons learnt in their own studies.

We expect that patient involvement will become more
important in the next years to increase the relevance of
research, in line with increasing demand from funders,
publishers and society. Broader implementation of poli-
cies and more specific guidance are needed to leverage
the impact of existing reporting guidelines, and thereby
improve the quality of the patient involvement evidence
base. Complete reporting builds the foundation of assessing
the quality and appropriateness of patient involvement and
is essential towards increasing its impact on research.
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