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ABSTRACT

Introduction: The pharmacological management of inflammatory arthritis often requires

oNOYTULT D WN =

individuals to make choices that involve trade-offs. These choices entail selecting treatments
1 with varying benefits, risks, and other attributes such as administration route, frequency and
13 cost. This living systematic review aims to inform international clinical guidelines on
inflammatory arthritis by creating an evidence map of patient preference studies concerning
18 the trade-offs in pharmacological management of inflammatory arthritis.

Methods and analysis: We will search Medline and EMBASE for any published and peer-

23 reviewed full-text studies that quantitatively assess preferences of patients for the
pharmacological management of inflammatory arthritis. Two independent reviewers will

28 perform abstract and full-text screening. Studies that utilize either stated- or revealed-

30 preference methods to assess preferences and provide a quantitative assessment of relevant

33 characteristics, such as benefits, risks, costs, and process attributes, will be included. Risk of
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35 bias will be assessed using the GRADE risk of bias tool. An evidence map will be generated to
summarize included studies and their assessments of each trade-off. The search will be

40 conducted every 6 months with new studies added to the inventory.

Ethics and dissemination: This study does not require ethics approval. Findings from this study
45 will be disseminated widely to relevant stakeholders via conference presentations, journal

publications, and will also be made accessible on an Open Access website.
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50 Key words: inflammatory arthritis, patient preference, trade-off, living systematic review

52 Word count: 215
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STRENGTHS AND LIMITATIONS OF THIS STUDY

This living systematic review of patient preference studies will inform international
clinical guidelines for inflammatory arthritis.

Biannual updates will be conducted to promptly integrate emerging evidence,
facilitating the maintenance of up-to-date clinical guidelines for inflammatory arthritis.
Since the field is still evolving, the search strategy and data presentation will be adapted
to incorporate newly emerging evidence.

We will not meta-analyze the relative importance of each attribute as quantitative
synthesis poses a challenge due to significant heterogeneity in study designs and

attributes.
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INTRODUCTION

Treatment choices in inflammatory arthritis nearly always involve trade-offs. People living with

oNOYTULT D WN =

inflammatory arthritis need to choose between treatments that can differ in their benefits,

1 risks, and other characteristics such as route of administration, frequency, and cost. For

13 example, in rheumatoid arthritis, “triple therapy” with methotrexate, sulfasalazine and
hydroxychloroquine has additional burden in terms of more pills, potentially more adverse

18 effects, but an improved chance of a treatment response over methotrexate alone 12.
Tofacitinib, a JAK inhibitor, has been shown to have a higher risk of cardiovascular adverse

23 events and certain malignancies in people at risk for cardiovascular events 3, but is available as
a pill and is an effective option for many patients. For people with psoriatic arthritis, certain

28 treatments may work better for different disease manifestations, such as skin disease or

30 enthesitis, and this needs to be balanced against the control of their joint disease 4°.

33 Corticosteroids offer rapid improvement for many patients with inflammatory arthritis, but
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35 long-term use is associated with multiple risks ®©.

Patient preferences can be assessed or measured in multiple ways. Qualitative approaches can
40 help understand how patients approach the decision-making process and the relevant
considerations for a given healthcare decision 7. Quantitative approaches provide numerical

45 estimates of patient preferences for different treatments or treatment attributes, including

risks and benefits and other considerations, such as route of administration or cost 8°.
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O
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50 Quantitative methods can be categorized into revealed preference methods that measure
52 which treatment people choose when presented with an actual choice, or stated preference

55 methods that ask patients to rate, rank, or choose between hypothetical treatment options or
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attributes. Stated preference methods can be further categorized according to different
frameworks 810, Revealed preference methods, where actual choices of participants are
recorded are challenging, as real-world choices are often influenced by the healthcare
providers’ recommendations or restrictions imposed by insurance plans. Hence, most studies
use stated preference methods.

When developing clinical practice guidelines, it is important to understand patient preferences
for the relevant trade-offs. Under the GRADE approach, patient values and preferences are a
key consideration in the Evidence to Decision framework, when deciding on the direction and
strength of a recommendation 1. While not often done, a systematic review of patient
preference studies is recommended to inform these judgements 2. Quantitative estimates of
patient preferences are desired, as guideline panels need to consider which outcomes or other
attributes are most important and by how much. When a guideline panel is confident that
based on the balance of benefits and harms nearly all patients would choose a particular course
of action then a strong recommendation can be made. Otherwise, a conditional
recommendation is made, either for or against the treatment.

We have recently started living clinical guidelines for inflammatory arthritis in both Canada 314
and Australia >Y7. In a living clinical practice guideline, treatment recommendations are kept
up to date as new evidence emerges 8. Within an entire guideline, individual recommendations
may remain stable, whereas others may be updated in a living mode through living systematic
reviews of the risks and benefits, which we have initiated for inflammatory arthritis 1°. Each
time a recommendation is added, or new evidence emerges, guideline panels need to either

make or update their judgements regarding the balance of risks and benefits. In a living model,
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this requires regular updates of the evidence on patient preferences. New preference studies

may have been published, and treatments may have new attributes, such as newly discovered

oNOYTULT D WN =

risks. For example, in our inflammatory arthritis guidelines, our recommendation for choices of
1 treatment after an inadequate response to anti-TNF therapy *'° required an update to our

13 prior systematic review on patient preferences 2°21, given the risks of malignancy and
cardiovascular events with JAK inhibitors. We did not find any studies that measured

18 preferences for these trade-offs, but this evidence will likely emerge over time.

The aim of this systematic review will be to develop a living evidence map of patient preference
23 studies as they relate to the treatment of inflammatory arthritis. By “evidence map” we mean a
catalogue of studies that are characterized in terms of their characteristics and methods used,
28 risk of bias, and which outcomes or other treatment attributes they included. We do not intend
30 to summarize or meta-analyze the relative importance of each attribute, which is often

33 challenging due to study heterogeneity. Rather, the intention is that guideline developers can
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35 use the evidence map to identify and review the studies relevant to their context to help inform

clinical guideline recommendations.

METHODS
45 This protocol adheres to the PRISMA-P checklist?2.

Eligibility criteria

N
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50 Population
52 We will include any study that provides a quantitative assessment of patients’ preferences for

55 the management of inflammatory arthritis. Inflammatory arthritis includes rheumatoid arthritis,
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juvenile idiopathic arthritis, and spondyloarthritis, as defined by the study authors.
Spondyloarthritis includes psoriatic arthritis, ankylosing spondylitis, reactive arthritis,
enteropathic arthritis, and axial and/or peripheral spondyloarthritis not otherwise classified.
We will include studies that have at least 75% of the included participants with inflammatory
arthritis.

Outcomes

To be included, a study must include a quantitative assessment of the importance of attributes
relevant to the pharmacologic and non-pharmacologic management of inflammatory arthritis.
This includes treatment benefits, risks, and process attributes. Process attributes include any
aspect related to care delivery, such as route and frequency of administration, access to care,
and costs. Preferences may be assessed for attributes separately, or together, as would be the
case when presenting patients with a ‘real-world’ choice between treatment options that differ
across multiple characteristics (i.e., in revealed preference studies). We will exclude studies that
exclusively provide an estimate of patients’ health-related quality of life (HRQOL). HRQOL
measures the value a patient places on their current health state and not their preference for
potential treatment outcomes or attributes 2324,

Study design

We will include any published and peer-reviewed full-text study in any language that assessed
preferences using stated-preference methods 1° (where participants are asked their
preferences for hypothetical choices) or revealed-preference methods (where the actual
choices of patients are observed after being presented with a decision-aid) . The stated-

preference methods categorized by Soekhai et al. 19 consist of four distinct categories (Table 1).

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Discrete-choice experiments examine trade-offs between attributes and their alternatives given

a series of choice sets. Ranking methods are used to elicit an order of attributes and their

oNOYTULT D WN =

alternatives through ranking exercises, such as best-worst scaling. Indifference methods, such
1 as time trade-off or standard gamble, manipulate attribute values until the participant is

13 indifferent, or has no preference. Rating methods ask people to choose the strength of their
preference using a labeled scale. We will exclude abstracts, pre-print articles and studies that

18 have not been peer-reviewed.
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Table 1. Inventory of patient-preference methods, adapted from Soekhai et al. 1°

Page 10 of 28

Category

Method

Discrete-choice-based methods

Discrete choice experiment/Best-worst scaling (type 3)

Adaptive conjoint analysis

Ranking methods

Qualitative discriminant process

Q-methodology

Control preferences scale

Best-worst scaling (type 1 & 2)

Self-explicated conjoint

Indifference methods

Standard gamble

Time trade-off

Person trade-off

Starting known efficacy

Test trade-off

(Probabilistic) threshold technique

Contingent valuation

Rating methods

Constant sum scaling

Repertory grid method

Analytic hierarchy process

Swing weighting

Visual analog scale

Allocation of points

Outcome prioritization tool

Measure of value

Revealed preferences

Patient preference trials

Direct questions in clinical trials

Living review considerations: If new preference-based approaches are identified or developed

over time, these will be added to the eligibility criteria. Our search (described below) is also

designed to identify qualitative studies, which would allow us to expand the scope of work in

the future.

Information sources and search strategy

10
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We will search the following databases from inception: Medline In Process and Other Non-

indexed Citations, and EMBASE (Excerta Medica Database). The search strategy is presented in

oNOYTULT D WN =

Appendix A and combines keywords and subject headings for inflammatory arthritis and

1 preference-based methods. The MEDLINE and EMBASE inflammatory arthritis filters were

13 derived from Cochrane reviews and adapted for the other databases. The preference-based
method filter was derived from Selva et al 2> and supplemented with additional filters to

18 capture all methods in Table 1, as well as qualitative studies. Additionally, we will search the

Health Preference Study and Technology Registry (HPSTR; https://hpstr.org/), a web-based

23 registry of health preference studies and technologies, using keywords for each population of
interest (defined above).

28 Living review considerations: The search filters will be reviewed periodically and updated as
30 needed, particularly if new validated filters for preference studies are published that suit our

33 purpose. For the base review, the search will be conducted once, then updated prior to
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35 publication, after which the review will transition to a living mode. In the living mode, the
search will be updated every 6 months, with the frequency adjusted as needed based on the
40 usefulness and feasibility.

Article screening

45 The titles and abstracts of all records will first be screened for eligibility independently by two

reviewers. Any record that either reviewer marks as unclear or included will proceed to full-text

N
O
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50 review. Full-text review will also be done by pairs of reviewers working independently. Any
52 disagreement at the full-text stage will be discussed between reviewers and with senior

55 reviewer(s) as necessary. At the full-text stage, articles will be excluded in the following

58 11
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hierarchy: wrong publication type (e.g. pre-print, abstract); wrong population; wrong study
design (not a preference-elicitation method); preferences for other aspects of care (e.g.,
diagnostic approaches). Articles in a different language will be translated into English. An
example PRISMA flow-chart is presented in Figure 1.

Living review considerations: We will explore the incorporation of technologies to improve the
efficiency of the article screening process, including automation, machine learning and crowd
sourcing. We have employed these tools in other reviews of interventions 1°2¢, but to our
knowledge they have not yet been developed for patient preference literature. It is our hope
that the results of our review could be used to develop automated approaches for the
screening of records. We will flag potentially eligible qualitative studies in the correct
population, which would allow us to expand the scope of work in the future without having to
rescreen all records.

Data extraction

Study data will be extracted independently by two team members. From each study we will
extract relevant study and participant characteristics as listed in Appendix B if reported. Study
characteristics include details on the population of interest, setting, response rate, recruitment
strategy, funding, statistical analysis used, attribute selection process, and preference-
elicitation methods. Participant characteristics include age, sex/gender, disease duration and
severity, health literacy and sociodemographic characteristics, particularly those that would
identify patient populations at risk for inequities in care. In prior studies, we have identified the
following seven priority populations for guidelines in rheumatoid arthritis 27 28: rural and remote

residents, Indigenous Peoples, elderly persons with frailty, first-generation immigrants and

12
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refugees, persons of low socioeconomic status or who are vulnerably housed, sex and gender

diverse populations, and Black Canadians (added since our original framework??).

oNOYTULT D WN =

For each study, we will extract the attributes and levels evaluated, including a short description
1 and the actual description presented in the survey to participants. The results of the study will
13 be extracted as the estimated value for each attribute value, including the point estimate
(mean/median), scale, and measure of variability. If this data is not presented it will calculate

18 from the available data, if possible. Otherwise, we will extract the data as reported by the study
(e.g. relative importance, ranks of attribute importance). We will extract measures of variability
23 in the following order depending on availability: standard deviations (SDs), standard errors
(SEs), 95% confidence intervals (Cis) or credible intervals (Crl), and exact P-values with the

28 statistical test used. Data screening and extraction will be done via Covidence systematic review

30 software (Veritas Health Innovation, Melbourne, Australia, available at www.covidence.org).

33 Living review considerations: Depending on the volume of studies identified, the timing of data
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35 extraction for each study may need to be staged, prioritizing those studies that are most
relevant to inform our living guidelines. We will include a table of studies pending data

40 extraction and risk of bias assessment in the review.

Risk of bias

45 The risk of bias in each study will be assessed using the GRADE risk of bias tool for value and

preference studies, which has been developed and validated, and is being finalized for

N
O
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50 publication. Assessment will be done independently by two team members and any

52 discrepancies will be resolved through consensus.
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Living review considerations: If preferred risk of bias tools change over time, these will be
incorporated in the review.

Data presentation

Study characteristics will be summarized descriptively in a table. An evidence map will be
generated that summarizes the current literature in terms of which available studies assess
each trade-off. An example is included in Table 2. The rows and columns will contain all
attributes assessed. Attributes will be grouped into categories by two independent reviewers
with help from a senior reviewer, if needed. Each cell will list the study(s) that included those

attributes. Studies that include absolute anchors of attribute importance, such as a standard

gamble, time trade-off or visual analogue scales, will be included in the bottom row. This would

allow guideline panels to easily identify potential studies that would be relevant for their
purpose and help identify gaps in the evidence.

Living review considerations: We will explore the value of including additional information

within each cell of the evidence map (e.g., sample size and risk of bias), and alternative ways of

summarizing the data to guideline panels, including interactive evidence maps that would

provide more flexibility.
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Patient and Public Involvement:

This protocol was reviewed and refined with feedback from our patient partners, Dawn P
Richards and Laurie Proulx, who are individuals living with rheumatoid arthritis/juvenile
idiopathic arthritis.

Ethics and dissemination

Ethics approval is not required. Results from the base review will be published in a peer-
reviewed journal. In the living model, we will publish updates and datasets on an Open Science
Framework page with periodic updates in peer-reviewed journals.

Author contributions
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PRISMA 2020 flow diagram for new systematic reviews which included searches of databases and registers only
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Figure 1. PRISMA flow diagram for the living systematic review of patient preference studies in inflammatory

arthritis
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Appendix A. MEDLINE Search strategy (adapted from Selva et al, 2017)!

N —

03N DN KW

9

10
11
12
13
14

15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36

Query

exp arthritis, rheumatoid/

((rheumatoid or reumatoid or revmatoid or rheumatic or reumatic or revmatic or
rheumat™ or reumat™ or revmarthrit*) adj3 (arthrit* or artrit* or diseas® or condition* or
nodule®)).tw.

lor2

exp Arthritis, Juvenile Rheumatoid/

JIA tw

(Juvenile adj2 arthritis).tw.

or/4-6

enthesitis.tw.

Arthritis, Psoriatic/

oligoarthritis.tw.

or/8-10

(child* or adolescent™® or infan*).tw.

11 and 12

limit 11 to (infant or child or preschool child <1 to 6 years> or school child <7 to 12
years> or adolescent <13 to 17 years>)

13 or 14

Spondylarthritis/

spondylarthritis.ti,ab.

spondyloarthritis.ti,ab.

Spondylarthropathies/

spondylarthropath$.ti,ab.

spondyloarthropath$.ti,ab.

Spondylitis/

Spondylitis, Ankylosing/

ankylosing spondylitis.ti,ab.

spondylitis.ti,ab.

((axial adj (SpA or disease or arthritis)) or axial joint disease).ti,ab.
enthesitis.ti,ab.

sacroiliitis/ or (sacroiliitis or sacroilitis).ti,ab.

(peripheral ad;j2 arthritis).ti,ab.

Or/16-29

Arthritis, Psoriatic/

(psoria$ adj (arthriti$ or arthropath$)).tw.

((arthriti$ or arthropath$) adj psoria$).tw.

Or/29-31

3orl5or34

qualitative stud*.tw.

" Selva A, Sola |, Zhang Y, et al. Development and use of a content search strategy for retrieving studies
on patients' views and preferences. Health Qual Life Outcomes 2017;15:126.
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1

2

3 37 exp Qualitative Research/

g 38 survey®.tw.

6 39 exp Data Collection/

7 40 questionnaire™.tw.

8 41 focus group*.tw.

9 42 conjoint analysis.tw.

10 43 discrete choice experiment*.tw.
1; 44 rating task*.tw.

13 45 ranking task*.tw.

14 46 choice experiment™®.tw.

15 47 decision aid*.tw.

16 48 risk attitude*.tw.

17 49 risk aversion.tw.

18 50 discrete choice*.tw.

;g 51 stgnflard gamble.tw.

21 52 willingness to pay.tw.

22 53 willingness-to-pay.tw.

23 54 decision support technique*.tw.
24 55 decision support system*.tw.

25 56 decision making.tw.

26 57 time trade®.tw.

;é 58 exp Questionnaires/

29 59 trade off*.tw.

30 60 stated preference™.tw.

31 61 contingent valuation.tw.

32 62 choice experiment.tw.

33 63 best-worst scaling.tw.

gg 64 Q-method*.tw

36 65 control preference* scale.tw.

37 66 self-explicated conjoint.tw.

38 67 Start* known efficac*.tw.

39 68 threshold technique.tw.

40 69 constant sum scal*.tw.

4 70 repertory grid method.tw.

fé 71 exp Analytic Hierarchy Process/
44 72 swing weight*.tw.

45 73 visual analog* scale.tw.

46 74 allocat* of point™®.tw.

47 75 outcome prioriti* tool.tw.

48 76 measure of value.tw.

42 77 preference trial.tw.

?1) 78 grounded theory/ or qualitative research/
5o 79 (qualitative™ or focus group™* or interview* or mixed method* or mixed-method* or
53 content analysis or thematic analysis or phenomenological study or ethnograph* or
54 interpretive description or narrative® or semi-structured or unstructured or face-to-face
55 or constant comparative or participant observation or audio recorded).mp.
56

57

58

59
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px.fs

or/36-80

exp Consumer Satisfaction/
exp Consumer Participation/
exp Patient Satisfaction/
patient perspective™®.tw.

exp "Attitude of Health Personnel"/
exp Health Knowledge, Attitudes, Practice/
exp "Delivery of Health Care"/
patient compliance.tw.

patient participation.tw.
patient satisfaction.tw.
treatment refusal.tw.

patient preference™®.tw.

patient opinion*.tw.

patient belief* .tw.

patient concern®.tw.

patient perspective™®.tw.
patient choice*.tw.

patient value™®.tw.

patient priorit*.tw.

exp Health Priorities/

patient perception™.tw.

choice behavio*.tw.

patient consensus.tw.

exp Consensus/

(dissent and dispute*).tw.
uncertaint™®.tw.

(utility or utilities).ti,ab.
discrete choice*.tw.

((patient$ or participant$) adj3 (participation or satisfaction or perspective$ or
compliance or preference$ or opinion$ or belief$ or concern$ or choice$ or value$ or

priorit$ or perception$ or request$)).tw.
or/82-110

35and 81 and 111

exp animals/ not humans.sh.

112 not 113
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Appendix B. List of variables to be extracted ; §
S 3
Variable Explanation Response Notes Examg'lesg
format e
Study characteristics E 5
Method How were the Free text Use terminology from Table 1 -Dlscretgélmce
preferences elicited where possible. Include all expenm@ﬁ
methods if more than one used. | -Standgrg gamble; simple
direct ‘373 ting (visual
analogg;t{’,,@ale)
Attribute selection | How were the Free text Quahgaﬁ\@ study
process attributes selected -Choséﬁ?pg— experts
Treatments of Which treatments Free text -csDNﬁX&—Rﬁs bDMARDs,
interest were the focus of the tofacn@qﬁ)g
study -cortlces”r-'efmds
Country(s) Which country(s) was | Free text If > 5 countries, summarize -Finlasd, Sweden
the study conducted according to continent or § g
in geographic region. List countries s S
alphabetically. = 3
Setting Clinic setting or Free text Describe where patients in the -Outpiierg_ clinics at one
sampling framework study were sampled from acadermic Eentre
-Outpagier® clinics at
acaderiic %nd community
centre§ S
-Patierd re8istry
-Onling pafiel
Recruitment How were people Free text Describe the method of -In pelgonﬁlinic
procedure recruited recruitment recruitmerg
-E-mail togpatients in an
existing registry
-Link to th} study shared
through paient groups
Eligibility criteria Eligibility criteria for | Free text Copy verbatim from the study a
E
=
(0]
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= o
g =
the study description -
Patient Population | Health conditions of | Free text Include the percentages if a RA (4% o)'i}’PsA (30%),
the population studied mixed population Ankyl&ing spondylitis
(25%)2 &
Sample size Number of people Numeric If some participants had missing - gj‘T
who completed the data and this is reported, record ‘é (r::g
survey or study the number of people who 3 gi
completed the preference- 530
elicitation aspect of the study Ecz 7
Response rate Percentage of people | Numeric In a study where people were = ne
(offered) who were offered the recruited in clinic or through a 5% >
study that completed registry, this would be the a ;—;-%
it number approached (for §52
example, either in person or g 55
through e-mail) who completed 50 =
the study. a- 2
In a study where a link to the z g
study was posted on a patient 5 S
website, it would not be possible = 3
to estimate this number. ]
Response rate Percentage of people | Numeric Percentage of people who 2 g
(consented/viewed) | who consented or consented to the study, or who % 3
viewed the study that started the study (for example, in > S
completed it the case of an e-mailed link) and g §
completed it. 3 2
Funding Funding received for | Free text List the funding agency or -Publi%(fqi’lding agency)
the study company name -Indus§y (@ompany name)
-Publi¢ and industry
(companyZame)
Industry affiliations | Are authors Free text Yes/no, then list affiliation(s) -No g
of authors employees or -Yes (comBany name)
affiliated with a S
pharmaceutical S
5
=
=
(0]
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company =
Statistical analysis | Statistical method Free text List the method as stated in the -Mixe@loﬁt model
used to analyse data text -Hierafthigal bayesian
Patient characteristics < 5
Age Mean or median age | Numeric If both mean and median c g:a'
of study participants reported, record mean unless § (r::;
sample skewed B
Sex/Gender The sex and/or gender | Free text Record as recorded/ reported by -Fema&éf@%), male
of the participants. with the study. Include all gender (1 l%)grg)i@,-binary (0.2%),
percentage | categories that were response prefer g6} 2o answer (0.5%)
values options, if available. If both sex 5% >
and gender reported, describe a {-;%
both. S52
Disease duration How many years have | Numeric Record as reported by the study. | -10.7 ; ®3
(years) the people in the In mixed populations, record for | -5.5 (R§@;§.3 (PsA)
study had their each disease, if available - 2
disease z g
Disease severity Measures of disease | Free text Any validated measure of g. )
severity, relevant to disease severity e.g., DAS2S, 3 i
the population studied CDAI, BASDALI. Extract all that o 3
are available. 2 g
Physical function Measures of Free text Any validated measure of 5 2
functional status disease severity e.g., HAQ-DI, D %
PROMIS Physical Function @ S
Ethnicity Ethnicity of study Free text Record as reported by the study -Cauc%ialﬁ:.;(SS%); Black
participants with (20%)g1{i§panic (10%);
percentage other @50@
values oo
Education Education level of Free text Record as reported by the study | -Greater t}%ln high-school
study participants with (55%) 3
percentage ;
values S
Place of residence Any details on the Free text Only record if directly reported | -Urban (7%%); rural (25%)
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< 5
3 3
<8
e R
of participants location of with by the study i.e., do not assume —Immigra@ refugee/
participants (e.g., percentage | that if the study is conducted at Vulnergblyﬁloused.
urban/rural) values an academic centre, the S o
participants are urban.
Health literacy Any measure of the Free text Record as reported by the study.
health literacy of Some tools for measuring are
participants here.
Additional patient Any additional Free text For example, a study may have a
characteristics characteristics particular focus on a subgroup

relevant for the
study

relevant to the study

of patients and could report
those characteristics here if not
otherwise captured above.
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ABSTRACT

Introduction: The pharmacological management of inflammatory arthritis often requires
choices that involve trade-offs between benefits, risks, and other attributes such as
administration route, frequency and cost. This living systematic review aims to inform
international clinical guidelines on inflammatory arthritis by creating an evidence map of
patient preference studies concerning the trade-offs in pharmacological management of
inflammatory arthritis.

Methods and analysis: We will include published and peer-reviewed full-text studies in any
language that quantitatively assess preferences of patients for the pharmacological
management of inflammatory arthritis (rheumatoid arthritis, spondyloarthritis and juvenile
idiopathic arthritis). Studies must use either stated or revealed preference methods to assess
preferences and provide a quantitative assessment of relevant characteristics, such as benefits,
risks, costs, and process attributes. Articles will identified through Medline and EMBASE
database searches from inception using search terms that combine keywords and subject
headings for inflammatory arthritis and preference-based methods, and a search in the Health
Preference Study and Technology Registry using keywords for the populations of interest. Two
independent reviewers will perform abstract and full-text screening. Risk of bias will be
assessed using the GRADE risk of bias tool. An evidence map will be generated to summarize
included studies and their assessments of each trade-off. The search will be conducted every 6
months with new studies added to the inventory.

Ethics and dissemination: Ethics approval is not required. Results from the base review will be

published in a peer-reviewed journal and findings will be presented at conferences. In the living
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model, we will publish updates and datasets on an Open Science Framework page, with

periodic updates in peer-reviewed journals.

oNOYTULT D WN =

1 Keywords: inflammatory arthritis, patient preference, trade-off, living systematic review

STRENGTHS AND LIMITATIONS OF THIS STUDY

18 e This living systematic review of patient preference studies will inform international
clinical guidelines for inflammatory arthritis.

23 e Biannual updates will be conducted to promptly integrate emerging evidence,
facilitating the maintenance of up-to-date clinical guidelines for inflammatory arthritis.
28 e Since the field is still evolving, the search strategy and data presentation will be adapted
to incorporate newly emerging evidence.

33 e We will not meta-analyze the relative importance of each attribute as quantitative
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INTRODUCTION

Treatment choices in inflammatory arthritis nearly always involve trade-offs. People living with
inflammatory arthritis need to choose between treatments that can differ in their benefits,
risks, and other characteristics such as route of administration, frequency, and cost. For
example, in rheumatoid arthritis, “triple therapy” with methotrexate, sulfasalazine and
hydroxychloroquine has additional burden in terms of more pills, potentially more adverse
effects, but an improved chance of a treatment response over methotrexate alone 12.
Tofacitinib, a Janus Kinase (JAK) inhibitor, has been shown to have a higher risk of
cardiovascular adverse events and certain malignancies in people at risk for cardiovascular
events 3, but is available as a pill and is an effective option for many patients. For people with
psoriatic arthritis, certain treatments may work better for different disease manifestations,
such as skin disease or enthesitis, and this needs to be balanced against the control of their
joint disease 4°. Corticosteroids offer rapid improvement for many patients with inflammatory
arthritis, but long-term use is associated with multiple risks ¢. Understanding patient

preferences for these trade-offs is important to guide patient-centered care.

Patient preferences can be assessed or measured in multiple ways. Qualitative approaches can
help understand how patients approach the decision-making process and the relevant
considerations for a given healthcare decision 7. Quantitative approaches provide numerical
estimates of patient preferences for different treatments or treatment attributes, including
risks and benefits and other considerations, such as route of administration or cost 8°.

Quantitative methods can be categorized into revealed preference methods that measure
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which treatment people choose when presented with an actual choice, or stated preference

methods that ask patients to rate, rank, or choose between hypothetical treatment options or

oNOYTULT D WN =

attributes. Stated preference methods can be further categorized according to different

1 frameworks 810, Revealed preference methods, where actual choices of participants are

13 recorded are challenging, as real-world choices are often influenced by the healthcare
providers’ recommendations or restrictions imposed by insurance plans. Hence, most studies

18 use stated preference methods.

23 When developing clinical practice guidelines, it is important to understand patient preferences
for the relevant trade-offs. Under the GRADE approach, patient values and preferences are a
28 key consideration in the Evidence to Decision framework, when deciding on the direction and
30 strength of a recommendation 1. While not often done, a systematic review of patient

33 preference studies is recommended to inform these judgements 12. Quantitative estimates of
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35 patient preferences are desired, as guideline panels need to consider which outcomes or other
attributes are most important and by how much. When a guideline panel is confident that

40 based on the balance of benefits and harms nearly all patients would choose a particular course
of action then a strong recommendation can be made. Otherwise, a conditional

45 recommendation is made, either for or against the treatment.
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50 We have recently started living clinical guidelines for inflammatory arthritis in both Canada 1314
52 and Australia >/, In a living clinical practice guideline, treatment recommendations are kept

55 up to date as new evidence emerges!®. Within an entire guideline, individual recommendations
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may remain stable, while others may be updated in a living mode through living systematic
reviews of the risks and benefits, which we have initiated for inflammatory arthritis °. Each
time a recommendation is added, or new evidence emerges, guideline panels need to either
make or update their judgements regarding the balance of risks and benefits. In a living model,
this requires regular updates of the evidence on patient preferences. New preference studies
may have been published, and treatments may have new attributes, such as newly discovered
risks. For example, in our inflammatory arthritis guidelines, our recommendation for choices of
treatment after an inadequate response to anti-TNF therapy ' *° required an update to our
prior systematic review on patient preferences 2°?%, given the risks of malignancy and
cardiovascular events with JAK inhibitors. We did not find any studies that measured

preferences for these trade-offs, but this evidence will likely emerge over time.

The aim of this systematic review will be to develop a living evidence map of patient preference
studies as they relate to the treatment of inflammatory arthritis. By “evidence map” we mean a
catalogue of studies that are characterized in terms of their characteristics and methods used,
risk of bias, and which outcomes or other treatment attributes they included. We do not intend
to summarize or meta-analyze the relative importance of each attribute, which is often
challenging due to study heterogeneity. Rather, the intention is that guideline developers can
use the evidence map to identify and review the studies relevant to their context to help inform

clinical guideline recommendations.

METHODS AND ANALYSIS
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This protocol adheres to the PRISMA-P checklist,?2 which is available in the supplementary

material.
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Eligibility criteria

1 Population

13 We will include any study that provides a quantitative assessment of patients’ preferences for
the management of inflammatory arthritis. Inflammatory arthritis includes rheumatoid arthritis,
18 juvenile idiopathic arthritis, and spondyloarthritis, as defined by the study authors.
Spondyloarthritis includes psoriatic arthritis, ankylosing spondylitis, reactive arthritis,

23 enteropathic arthritis, and axial and/or peripheral spondyloarthritis not otherwise classified.
We will include studies that have at least 75% of the included participants with inflammatory

28 arthritis.

30 Outcomes

33 To be included, a study must include a quantitative assessment of the importance of attributes
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| ap anbiydeiBollqig sousby 1e GZoz ‘€T aun( uo /wod fwg uadolway/:dny wolj pspeojumod "szoz Arenuer GT U0 29Z880-720z-uadolwa/9eTT 0T Se paysiignd isiy :uado (NG

35 relevant to the pharmacologic and non-pharmacologic management of inflammatory arthritis.
This includes treatment benefits, risks, and process attributes. Process attributes include any
40 aspect related to care delivery, such as route and frequency of administration, access to care,
and costs. Preferences may be assessed for attributes separately, or together, as would be the
45 case when presenting patients with a ‘real-world’ choice between treatment options that differ

across multiple characteristics (i.e., in revealed preference studies). We will exclude studies that

N
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50 exclusively provide an estimate of patients’ health-related quality of life (HRQOL). HRQOL
52 measures the value a patient places on their current health state and not their preference for

55 potential treatment outcomes or attributes 2324,
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Study design

We will include any published and peer-reviewed full-text study in any language that assessed
preferences using stated-preference methods 1° (where participants are asked their
preferences for hypothetical choices) or revealed-preference methods (where the actual
choices of patients are observed after being presented with a decision-aid) 8. We will exclude
abstracts, pre-print articles and studies that have not been peer-reviewed. The stated-
preference methods categorized by Soekhai et al. 19 consist of four distinct categories (Table 1).
Discrete-choice experiments examine trade-offs between attributes and their alternatives given
a series of choice sets. Ranking methods are used to elicit an order of attributes and their
alternatives through ranking exercises, such as best-worst scaling. Indifference methods ask
people to make a choice between staying in a given health state for the rest of their life versus
a return to full health with a shortened life expectancy (time trade-off) or a gamble with a
chance of returning to full health but also a chance of immediate death (standard gamble). The
thresholds (life expectancy or chance of death) are manipulated until the point of indifference
is found. Rating methods ask people to choose the strength of their preference using a labeled

scale.
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©
g
1 <
2 g
i Table 1. Inventory of patient-preference methods, adapted from Soekhai et al 1° =
(%]
5 e
6 Category Method §
7 Discrete-choice-based methods | Discrete choice experiment/Best-worst scaling (type 3) %
2 Adaptive conjoint analysis o
7]
10 Ranking methods Qualitative discriminant process o B
1 Q-methodology s R
(9] w
12 Control preferences scale = 2
:j Best-worst scaling (type 1 & 2) E %
15 Self-explicated conjoint 3 E
16 Indifference methods Standard gamble 2 8
17 Time trade-off g R
=t o
12 Person trade-off s 3
N
20 Starting known efficacy % &
21 Test trade-off El
;g (Probabilistic) threshold technique 5 E
4 Contingent valuation 5 m3
25 Rating methods Constant sum scaling % gg
26 Repertory grid method %L?D’ N
oON
;; Analytic hierarchy process gg o
. . . o E=RY
29 Swing weighting 52
30 Visual analog scale 5% 2
)
31 Allocation of points 238
32 Outcome prioritization tool S52
33 >0
34 Measure of value S®3
35 Revealed preferences Patient preference trials geg
36 Direct questions in clinical trials S
37 2 g
38 g =
39 3. E
40 Living review considerations: If new preference-based approaches are identified or developed a g
41 g =
o O
:g over time, these will be added to the eligibility criteria. Our search (described below) is also % S
44 . _— . . . . 2 3
45 designed to identify qualitative studies, which would allow us to expand the scope of work in = &
46 S 3
S5 g
47 the future. S »
48 a
49 3 B
50 ' 2
51 &
52 Information sources and search strategy 3
53 @
54 =
55 =
56 S
7 E
58 =
59 2
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We will search the following databases from inception: Medline In Process and Other Non-
indexed Citations, and EMBASE (Excerta Medica Database). The search strategy is presented in
Appendix A and combines keywords and subject headings for inflammatory arthritis and
preference-based methods. The MEDLINE and EMBASE inflammatory arthritis filters were
derived from Cochrane reviews and adapted for the other databases. The preference-based
method filter was derived from Selva et al 2> and supplemented with additional filters to
capture all methods in Table 1, as well as qualitative studies. Additionally, we will search the

Health Preference Study and Technology Registry (HPSTR; https://hpstr.org/), a web-based

registry of health preference studies and technologies, using keywords for each population of
interest (defined above).

Living review considerations: The search filters will be reviewed periodically and updated as
needed, particularly if new validated filters for preference studies are published that suit our
purpose. For the base review, the search will be conducted once, then updated prior to
publication, after which the review will transition to a living mode. In the living mode, the
search will be updated every 6 months, with the frequency adjusted as needed based on the
usefulness and feasibility.

Article screening

The titles and abstracts of all records will first be screened for eligibility independently by two

reviewers. Any record that either reviewer marks as unclear or included will proceed to full-text

review. Full-text review will also be done by pairs of reviewers working independently. Any
disagreement at the full-text stage will be discussed between reviewers and with senior

reviewer(s) as necessary. At the full-text stage, articles will be excluded in the following

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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hierarchy: wrong publication type (e.g. pre-print, abstract); wrong population; wrong study

design (not a preference-elicitation method); preferences for other aspects of care (e.g.,

oNOYTULT D WN =

diagnostic approaches). Articles in a different language will be translated into English. An

1 example PRISMA flow-chart is presented in Figure 1.

13 Living review considerations: We will explore the incorporation of technologies to improve the
efficiency of the article screening process, including automation, machine learning and crowd
18 sourcing. We have employed these tools in other reviews of interventions 1°2¢, but to our
knowledge they have not yet been developed for patient preference literature. It is our hope
23 that the results of our review could be used to develop automated approaches for the
screening of records. We will flag potentially eligible qualitative studies in the correct

28 population, which would allow us to expand the scope of work in the future without having to

30 rescreen all records.

33 Data extraction
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35 Study data will be extracted independently by two team members. From each study we will
extract relevant study and participant characteristics as listed in Appendix B if reported. Study
40 characteristics include details on the population of interest, setting, response rate, recruitment
strategy, funding, statistical analysis used, attribute selection process, and preference-

45 elicitation methods. Participant characteristics include age, sex/gender, disease duration and

severity, health literacy and sociodemographic characteristics, particularly those that would
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50 identify patient populations at risk for inequities in care. In prior studies, we have identified the
52 following seven priority populations for guidelines in rheumatoid arthritis 27 28: rural and remote

55 residents, Indigenous Peoples, elderly persons with frailty, first-generation immigrants and
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refugees, persons of low socioeconomic status or who are vulnerably housed, sex and gender
diverse populations, and Black Canadians (added since our original framework??).

For each study, we will extract the attributes and levels evaluated, including a short description
and the actual description presented in the survey to participants. The results of the study will
be extracted as the estimated value for each attribute value, including the point estimate
(mean/median), scale, and measure of variability. If this data is not presented it will calculate
from the available data, if possible. Otherwise, we will extract the data as reported by the study
(e.g. relative importance, ranks of attribute importance). We will extract measures of variability
in the following order depending on availability: standard deviations (SDs), standard errors
(SEs), 95% confidence intervals (Cis) or credible intervals (Crl), and exact P-values with the
statistical test used. Data screening and extraction will be done via Covidence systematic review

software (Veritas Health Innovation, Melbourne, Australia, available at www.covidence.org).

Living review considerations: Depending on the volume of studies identified, the timing of data
extraction for each study may need to be staged, prioritizing those studies that are most
relevant to inform our living guidelines. We will include a table of studies pending data
extraction and risk of bias assessment in the review.

Risk of bias

The risk of bias in each study will be assessed using the GRADE risk of bias tool for value and
preference studies, which has been developed and validated, and is being finalized for
publication. Assessment will be done independently by two team members and any

discrepancies will be resolved through consensus.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Living review considerations: If preferred risk of bias tools change over time, these will be

incorporated in the review.

oNOYTULT D WN =

Data presentation

1 Study characteristics will be summarized descriptively in a table. An evidence map will be

13 generated that summarizes the current literature in terms of which available studies assess
each trade-off. An example is included in Table 2. The rows and columns will contain all

18 attributes assessed. Attributes will be grouped into categories by two independent reviewers
with help from a senior reviewer, if needed. Each cell will list the study(s) that included those

23 attributes. Studies that include absolute anchors of attribute importance (e.g. measured on a 0-
1 scale, where 0 represents death and 1 represents full health), such as a standard gamble, time
28 trade-off or visual analogue scales, will be included in the bottom row. This would allow

30 guideline panels to easily identify potential studies that would be relevant for their purpose and

33 help identify gaps in the evidence.
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35 Living review considerations: We will explore the value of including additional information
within each cell of the evidence map (e.g., sample size and risk of bias), and alternative ways of
40 summarizing the data to guideline panels, including interactive evidence maps that would

provide more flexibility.
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Patient and public involvement

This protocol was reviewed and refined with feedback from our patient partners, Dawn P

oNOYTULT D WN =

Richards and Laurie Proulx, who are individuals living with rheumatoid arthritis/juvenile

1 idiopathic arthritis.

ETHICS AND DISSEMINATION

18 Ethics approval is not required. Results from the base review will be published in a peer-
reviewed journal and findings will be presented at conferences. In the living model, we will
23 publish updates and datasets on an Open Science Framework page, with periodic updates in

peer-reviewed journals.
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FIGURE LEGENDS

Figure 1. PRISMA flow diagram for the living systematic review of patient preference studies in
inflammatory arthritis
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PRISMA 2020 flow diagram for new systematic reviews which included searches of databases and registers only
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Figure 1. PRISMA flow diagram for the living systematic review of patient preference studies in inflammatory

arthritis
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! 3
: :
4 7]
5 Appendix A. MEDLINE Search strategy (adapted from Selva et al, 2017)! o
6 =2
(%]

; # Query 8
9 1 exp arthritis, rheumatoid/ 2
10 2 ((rheumatoid or reumatoid or revmatoid or rheumatic or reumatic or revmatic or - B
11 rheumat™ or reumat™ or revmarthrit*) adj3 (arthrit* or artrit* or diseas® or condition* or s B
12 nodule*)).tw. 5 8
13 3 1or2 § §
14 4 exp Arthritis, Juvenile Rheumatoid/ < 3
. 5 JAtw g 3
b 6  (juvenile adj2 arthritis).tw. E
18 7 or/4-6 = 2
19 8 enthesitis.tw. FE
20 9 Arthritis, Psoriatic/ s 3
21 10  oligoarthritis.tw. 2 3
- 11 or/8-10 s =
" 12 (child* or adolescent* or infan*).tw. 7 rjn%
25 13 11 and 12 “28
26 14 limit 11 to (infant or child or preschool child <1 to 6 years> or school child <7 to 12 =
27 years> or adolescent <13 to 17 years>) c3 o
28 15 13orl4 8§39
29 16 Spondylarthritis/ g 03
2(1) 17 spondylarthritis.ti,ab. 2% 8
32 18 spondyloarthritis.ti,ab. a2
33 19  Spondylarthropathies/ 8o
34 20 spondylarthropath$.ti,ab. 3;h3
35 21 spondyloarthropath$.ti,ab. E@E
36 22 Spondylitis/ i' s
g; 23 Spondylitis, Ankylosing/ = 2
39 24 ankylosing spondylitis.ti,ab. %; 3
o, N ]

40 25 spondylitis.ti,ab. @ =
41 26 ((axial adj (SpA or disease or arthritis)) or axial joint disease).ti,ab. 2 2
42 27 enthesitis.ti,ab. o é
43 28 sacroiliitis/ or (sacroiliitis or sacroilitis).ti,ab. g o
44 29  (peripheral adj2 arthritis).ti,ab. 2 2
o 30 Or/16-29 2 3
47 31 Arthritis, Psoriatic/ 3 5
48 32 (psoria$ adj (arthriti$ or arthropath$)).tw. e N
49 33 ((arthriti$ or arthropath$) adj psoria$).tw. & o
50 34 0r/29-31 2
51 35 3orl5or34 @
32 36 qualitative stud*.tw. o
53 ®
54 s
55 " Selva A, Sola |, Zhang Y, et al. Development and use of a content search strategy for retrieving studies g
g? on patients' views and preferences. Health Qual Life Outcomes 2017;15:126. g
>

58 2 2
59 i
60 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml o
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37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62
63
64
65
66
67
68
69
70
71
72
73
74
75
76
77
78
79

BMJ Open

exp Qualitative Research/
survey®.tw.

exp Data Collection/
questionnaire™.tw.

focus group*.tw.

conjoint analysis.tw.

discrete choice experiment™®.tw.
rating task*.tw.

ranking task*.tw.

choice experiment™®.tw.
decision aid*.tw.

risk attitude*.tw.

risk aversion.tw.

discrete choice*.tw.
standard gamble.tw.
willingness to pay.tw.
willingness-to-pay.tw.
decision support technique*.tw.
decision support system*.tw.
decision making.tw.

time trade®.tw.

exp Questionnaires/

trade off*.tw.

stated preference®.tw.
contingent valuation.tw.
choice experiment.tw.
best-worst scaling.tw.
Q-method*.tw

control preference* scale.tw.
self-explicated conjoint.tw.
Start* known efficac™®.tw.
threshold technique.tw.
constant sum scal™®.tw.
repertory grid method.tw.
exp Analytic Hierarchy Process/
swing weight*.tw.

visual analog* scale.tw.
allocat* of point*.tw.
outcome prioriti* tool.tw.
measure of value.tw.
preference trial.tw.
grounded theory/ or qualitative research/

(qualitative™ or focus group™* or interview* or mixed method* or mixed-method* or
content analysis or thematic analysis or phenomenological study or ethnograph* or
interpretive description or narrative* or semi-structured or unstructured or face-to-face
or constant comparative or participant observation or audio recorded).mp.
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80
81
82
83
84
&5
86
87
88
&9
90
91
92
93
94
95
96
97
98
99
100
101
102
103
104
105
106
107
108
109
110

111
112
113
114

BMJ Open

px.fs

or/36-80

exp Consumer Satisfaction/
exp Consumer Participation/
exp Patient Satisfaction/
patient perspective™®.tw.

exp "Attitude of Health Personnel"/
exp Health Knowledge, Attitudes, Practice/
exp "Delivery of Health Care"/
patient compliance.tw.

patient participation.tw.
patient satisfaction.tw.
treatment refusal.tw.

patient preference™®.tw.

patient opinion*.tw.

patient belief* .tw.

patient concern®.tw.

patient perspective™®.tw.
patient choice*.tw.

patient value™®.tw.

patient priorit*.tw.

exp Health Priorities/

patient perception™.tw.

choice behavio*.tw.

patient consensus.tw.

exp Consensus/

(dissent and dispute*).tw.
uncertaint™®.tw.

(utility or utilities).ti,ab.
discrete choice*.tw.

((patient$ or participant$) adj3 (participation or satisfaction or perspective$ or
compliance or preference$ or opinion$ or belief$ or concern$ or choice$ or value$ or

priorit$ or perception$ or request$)).tw.
or/82-110

35and 81 and 111

exp animals/ not humans.sh.

112 not 113
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Appendix B. List of variables to be extracted ; §
S 3
Variable Explanation Response Notes Examg'lesg
format e
Study characteristics E 5
Method How were the Free text Use terminology from Table 1 -Dlscretgélmce
preferences elicited where possible. Include all expenm@ﬁ
methods if more than one used. | -Standgrg gamble; simple
direct ‘373 ting (visual
analogg;t{’,,@ale)
Attribute selection | How were the Free text Quahgaﬁ\@ study
process attributes selected -Choséﬁ?pg— experts
Treatments of Which treatments Free text -csDNﬁX&—Rﬁs bDMARDs,
interest were the focus of the tofacn@qﬁ)g
study -cortlces”r-'efmds
Country(s) Which country(s) was | Free text If > 5 countries, summarize -Finlasd, Sweden
the study conducted according to continent or § g
in geographic region. List countries s S
alphabetically. = 3
Setting Clinic setting or Free text Describe where patients in the -Outpiierg_ clinics at one
sampling framework study were sampled from acadermic Eentre
-Outpagier® clinics at
acaderiic %nd community
centre§ S
-Patierd re8istry
-Onling pafiel
Recruitment How were people Free text Describe the method of -In pelgonﬁlinic
procedure recruited recruitment recruitmerg
-E-mail togpatients in an
existing registry
-Link to th} study shared
through paient groups
Eligibility criteria Eligibility criteria for | Free text Copy verbatim from the study a
E
=
(0]
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= o
g =
the study description -
Patient Population | Health conditions of | Free text Include the percentages if a RA (4% o)'i}’PsA (30%),
the population studied mixed population Ankyl&ing spondylitis
(25%)2 &
Sample size Number of people Numeric If some participants had missing - gj‘T
who completed the data and this is reported, record ‘é (r::g
survey or study the number of people who 3 gi
completed the preference- 530
elicitation aspect of the study Ecz 7
Response rate Percentage of people | Numeric In a study where people were = ne
(offered) who were offered the recruited in clinic or through a 5% >
study that completed registry, this would be the a ;—;-%
it number approached (for §52
example, either in person or g 55
through e-mail) who completed 50 =
the study. a- 2
In a study where a link to the z g
study was posted on a patient 5 S
website, it would not be possible = 3
to estimate this number. ]
Response rate Percentage of people | Numeric Percentage of people who 2 g
(consented/viewed) | who consented or consented to the study, or who % 3
viewed the study that started the study (for example, in > S
completed it the case of an e-mailed link) and g §
completed it. 3 2
Funding Funding received for | Free text List the funding agency or -Publi%(fqi’lding agency)
the study company name -Indus§y (@ompany name)
-Publi¢ and industry
(companyZame)
Industry affiliations | Are authors Free text Yes/no, then list affiliation(s) -No g
of authors employees or -Yes (comBany name)
affiliated with a S
pharmaceutical S
5
=
=
(0]
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Statistical analysis | Statistical method Free text List the method as stated in the -Mixe@loﬁt model
used to analyse data text -Hierafthigal bayesian
Patient characteristics < 5
Age Mean or median age | Numeric If both mean and median c g:a'
of study participants reported, record mean unless § (r::;
sample skewed B
Sex/Gender The sex and/or gender | Free text Record as recorded/ reported by -Fema&éf@%), male
of the participants. with the study. Include all gender (1 l%)grg)i@,-binary (0.2%),
percentage | categories that were response prefer g6} 2o answer (0.5%)
values options, if available. If both sex 5% >
and gender reported, describe a {-;%
both. S52
Disease duration How many years have | Numeric Record as reported by the study. | -10.7 ; ®3
(years) the people in the In mixed populations, record for | -5.5 (R§@;§.3 (PsA)
study had their each disease, if available - 2
disease z g
Disease severity Measures of disease | Free text Any validated measure of g. %
severity, relevant to disease severity e.g., DAS2S, g
the population studied CDAI, BASDALI. Extract all that o 3
are available. 2 g
Physical function Measures of Free text Any validated measure of 5 2
functional status disease severity e.g., HAQ-DI, D %
PROMIS Physical Function @ S
Ethnicity Ethnicity of study Free text Record as reported by the study -Cauc%ialﬁ:.;(SS%); Black
participants with (20%)g1{i§panic (10%);
percentage other @50@
values oo
Education Education level of Free text Record as reported by the study | -Greater t}%ln high-school
study participants with (55%) 3
percentage @
values S
Place of residence Any details on the Free text Only record if directly reported | -Urban (7%%); rural (25%)
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< 5
3 3
<8
e R
of participants location of with by the study i.e., do not assume —Immigra@ refugee/
participants (e.g., percentage | that if the study is conducted at Vulnergblyﬁloused.
urban/rural) values an academic centre, the S o
participants are urban.
Health literacy Any measure of the Free text Record as reported by the study.
health literacy of Some tools for measuring are
participants here.
Additional patient Any additional Free text For example, a study may have a
characteristics characteristics particular focus on a subgroup

relevant for the
study

relevant to the study

of patients and could report
those characteristics here if not
otherwise captured above.
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