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ABSTRACT

Introduction In order to properly evaluate the efficacy of
orthopaedic procedures, rigorous, randomised controlled
sham surgery trial designs are necessary. However,
randomised controlled trials (RCTs) for surgery involving
a placebo are ethically debated and difficult to conduct
with many failing to reach their desired sample size and
power. A review of the literature on barriers and enablers
to recruitment, and patient and surgeon attitudes and
preferences towards sham surgery trials, will help to
determine the characteristics necessary for successful
recruitment.

Methods and analysis This review will scope the diverse
literature surrounding sham surgery trials with the aim

of informing a discrete choice experiment to empirically
test patient and surgeon preferences for different sham
surgery trial designs. The scoping review will be conducted
in accordance with the methodological framework
described in Arksey and 0’Malley (2005) and reported
using the Preferred Reporting Items for Systematic
Reviews and Meta-analyses Protocols extension for
Scoping Reviews. The review will be informed by a
systematic search of Medline, Embase, Psyclnfo, CINAHL
and EconLit databases (from database inception to 21
June 2019), a Google Scholar search, and hand searching
of reference lists of relevant studies or reviews. Studies
or opinion pieces that involve patient, surgeon or trial
characteristics, which influence the decision to participate
in a trial, will be included. Study selection will be carried
out independently by two authors with discrepancies
resolved by consensus among three authors. Data will be
charted using a standardised form, and results tabulated
and narratively summarised with reference to the research
questions of the review.

Ethics and dissemination The findings from this

review will inform the design of a discrete choice
experiment around willingness to participate in surgical
trials, the outcomes of which can inform decision and
cost-effectiveness models of sham surgery RCTs. The
qualitative information from this review will also inform
patient-centred outcomes research. The review will be
published in a peer-reviewed journal.

Trial registration number CRD42019133296.

Strengths and limitations of this study

» This scoping review forms a critical stage of the
development of a discrete choice experiment which
will comprehensively and empirically evaluate pa-
tient and surgeon preferences to participation in
sham surgery trials.

» To capture all possible factors affecting recruitment
of randomised controlled trials, this review will not
restrict the inclusion criteria to only surveys and in-
terviews, which are limited in the information they
provide by the questions they ask, but will also in-
clude published reviews and expert opinion, which
can explore a greater number of themes.

» This scoping review will not collect grey literature,
unpublished work or work written in languages oth-
er than English.

» The breadth of inclusion criteria, allowing published
opinion pieces, introduces a risk that these pieces
will primarily reflect one point of view.

INTRODUCTION

Background

The double-blinded randomised controlled
trial (RCT) is the ‘gold standard’ of medical
research and recommended across a range
of fields for assessing new interventions.'™
This process is more difficult, however, when
the intervention is surgical. The surgeon
can never be fully blinded and the extent to
which the placebo resembles the surgery is
practically and ethically problematic.* There
is some inconsistency in the requirements of
a ‘sham’ surgery; however, the definition we
will use throughout this review is the same
as Jonas et al (2015, p.3), who define an inva-
sive surgical procedure as a procedure where
“an instrument is inserted into the body ...
for the purpose of manipulating tissue or
changing anatomy”,” and a sham procedure
as one that involves the same surgical or inva-
sive procedure with associated instruments
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and ritual, but without the critical component of tissue
manipulation.

The use of sham and placebo surgeries in surgical trials
is controversial. Some commentators have argued that
surgical placebos are essential, and that surgical inter-
ventions should be held to the same rigorous assessment
as other medical procedures,’’ particularly given the
expense and risks involved with untested surgical proce-
dures.®? However, others have argued it is misguided to
consider sham surgery as analogous to sugar pills due
to the increased risks and harm to participants without
any benefit'>"? and as such consider sham surgery to be
unjustified and unethical.

These issues have become particularly significant in
orthopaedic surgery, with the efficacy of some orthopaedic
procedures being called into question. Recent observa-
tional studies have shown that a significant proportion
of patients report no clinical meaningful improvement
in pain or function after knee replacement surgery.”” '*
Further, several recent systematic reviews of RCTs in ortho-
paedic surgery have suggested that surgery is no better
than a sham procedure in reducing pain,” ' although
firm conclusions regarding efficacy are constrained by
limitations of the trials including incomplete recruit-
ment.” In a number of countries worldwide, orthopaedic
surgeries are high-volume and expensive procedures,
with considerable risks and significant recovery times
for patients.'® Therefore, there is increasing pressure to
improve the evidence base around orthopaedic surgical
procedures. In order to properly evaluate the efficacy of
orthopaedic procedures, rigorous RCT designs, blinded
through sham surgery, are necessary. There is evidence to
suggest that the number of RCTs in surgery is increasing;
however, their use in comparison with other study types
remains low.'” '® Furthermore, RCTs for surgery involving
a sham procedure are ethically debated and they are also
difficult to conduct with most trials not reaching their
desired sample size for sufficient power.”

A recent systematic review conducted by the authors on
sham surgery trials in orthopaedics found that nine out
of ten trials had some risk of bias, and in two trials the
benefits of the sham procedure were not considered to
outweigh the risks involved.® Furthermore, it was found
that participant recruitment within reasonable time-
frames and low threshold for crossover were consistent
challenges. This highlighted that there are considerable
issues around the feasibility of such trials. This is symptom-
atic of clinical trials generally, with up to 50% of funded
trials not publishing within their funding period.” As
one of the main reasons for patient participation in sham
surgery trials is contribution to research,” if the trial is
subsequently abandoned, participants are exposed to
potential harm for no benefit to society, which presents
an ethical dilemma.

In order to ensure that research funds as well as patient,
surgeon and researcher time are notwasted, itisimportant
to understand both the challenges and feasibility of
conducting a sham surgery trial within the anticipated

timeframe, and the barriers and enablers to participa-
tion in sham surgery RCTs of orthopaedic procedures. In
order to more thoroughly explore the feasibility of sham
surgery trials, a follow-up systematic review by members of
this research team is currently being conducted to inves-
tigate any disparity between planned (protocol and trial
registry) and actual (outcome papers) outcomes from
sham surgery trials. This review will identify potential trial
characteristics associated with differences in recruitment
rates; however, it is also considered important to identify
information regarding patient and surgeon preferences
for trial participation.

Rationale

To date, there has been no study which comprehensively
evaluates the effect of the variety of factors related to
sham surgery trials that influence participation decisions
of patients and surgeons. Through investigating the pref-
erences of patients and surgeons regarding participa-
tion, we can determine the various factors necessary for
a successful trial in this area; improving design, accept-
ability and feasibility, and ultimately patient and surgeon
participation. The best practice method of evaluating the
effect of multiple factors on decision-making is a discrete
choice experiment (DCE). %

DCEs are used extensively in economics and psychology
to elicit individuals’ preferences by presenting a series
of pairs of hypothetical options. These may be different
treatment options, or in this case, different types of RCT
designs. These options differ by several characteristics,
referred to as attributes, for example, the type of surgical
procedure being tested, or the definition of sham or
placebo provided to patients in participant information.
The usefulness of a DCE relies heavily on appropriate
design, in particular the selection of suitable attributes.
The recommended guidelines for the design of DCEs indi-
cate that the selection of attributes should be informed by
multiple sources, including literature reviews and focus
groups.22’24

Therefore, this paper outlines a protocol for a scoping
review mapping factors that influence patient and
surgeon decision-making around sham surgical trials in
orthopaedics, which will ultimately be used to inform a
DCE to empirically test patient and surgeon preferences
for different sham surgery trial designs. In keeping with
the methodological recommendations for the conduct of
DCEs, a series of qualitative interviews and focus groups
with key stakeholders, including orthopaedic patients
and surgeons, will then inform the selection of identified
attributes to be included in the final DCE. To our knowl-
edge, evidence synthesis around preferences for surgical
trials has not been previously published. Therefore, this
scoping review will also inform future patient-centred
outcomes research around sham surgery trials.

Aims and objectives
Broadly, the objective of this study is to identify and assess
the literature reporting on the preferences of surgeons
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and patients around sham controlled trials in surgery.
Specifically, this scoping review will inform an important
stage in DCE development, namely the identification
and selection of appropriate attributes.”?” The scoping
review will provide qualitative information regarding a
variety of factors that affect trial recruitment. The DCE
will then provide easily translatable, quantitative informa-
tion on the relative importance of each attribute in deter-
mining willingness to participate. Beyond informing DCE
design, data on patient and surgeon preferences are valu-
able to decision-makers.” * For example, preferences
for outcomes can be used to inform decision and cost-
effectiveness models, while preferences for treatments
can inform patient-centred outcomes research and future
trial design.

METHODS AND ANALYSIS

Protocol design

We have chosen a scoping review because it is a suitable
method for summarising findings from a body of knowl-
edge that is heterogeneous in methods or discipline.”
The framework for our scoping review will be compiled
in accordance with Arksey and O’Malley,31 Levac et al?
and Peters et al® This requires identifying the research
question; identifying relevant studies; study selection;
charting of the data; and collating, summarising and
reporting the results. To optimise reporting, this scoping
review protocol uses the Preferred Reporting Items for
Systematic Reviews and Meta-analyses Protocols exten-
sion for Scoping Reviews (PRISMA-ScR) checklist.” The
final review will also be reported in accordance with PRIS-
MA-ScR. The five stages of our planned scoping review are
detailed below. Title and abstract screening commenced
on 26 June 2019 and data charting is to be completed by
31 January 2020.

Stage 1: identifying the research question

The research questions will inform a future DCE, as well

as provide important information for surgical trial design,

by mapping the available evidence around the factors that

affect patient and surgeon recruitment into randomised,

sham-controlled, surgical trials. The key questions in this

scoping review include

1. What characteristics of surgical trials (eg, trial design,
method of randomisation, information provided to
participants) affect patient and surgeon decisions to
participate in a sham surgical trial?

2. What patient characteristics (eg, level of pain, per-
ceived time costs) affect their decision to participate in
a sham surgical trial?

3. What surgeon characteristics (eg, seniority, previous
participation in research) affect their decision to par-
ticipate in a sham surgical trial?

Stage 2: identifying relevant studies
We conducted a systematic search of the Medline, Embase,
PsycInfo, Cinahl and EconLit databases from database

inception to 21 June (Medline, Embase and PyscInfo)
and 23 June (Cinahl and EconLit) 2019. The search
strategy was developed around the two key concepts of
sham surgery trials, and patient and surgeon attitudes
to identify the relevant literature in this area. Subject
headings, keywords and keyword phrases were developed
for each of the search concepts. The two concepts were
then combined using the ‘AND’ operator. The search
strategy was developed in consultation with a senior
research librarian in Medline before being translated to
the other databases. The search was limited to human
studies and English-language citations. Some publication
types including comments, editorials, letters and news
were excluded from the search results. In addition to the
databases mentioned, Google Scholar was searched using
the relevant keywords informed by the initial Medline
strategy. The first 200 results were screened for inclu-
sion. In addition, the reference lists of relevant included
studies were reviewed for any additional citations which
may not have been captured by the search strategy. After
de-duplication, the search identified 2322 studies. Full
details of the draft search strategies are shown in the
online supplementary appendix.

Stage 3: study selection

The eligibility criteria were decided prior to screening and
then finalised through a pilot title and abstract screen.
The inclusion and exclusion criteria are shown in table 1.
Inclusion criteria will include published primary research
studies, reviews and opinion pieces. Exclusion criteria will
include any primary research study which does not specif-
ically deal with sham or placebo surgery, or any review or
opinion publication which does not specifically address
issues related to placebos or participation in RCTs. Studies
included in the scoping review will not be limited by year
of publication. Studies identified via the search strategy
will be exported to EndNote X9.1 and imported to Covi-
dence software™ for the screening of titles and abstracts,
and for full-text review. All titles and abstracts will be inde-
pendently assessed by two study authors using the selec-
tion criteria (outlined in table 1), with conflicts resolved
by consensus between three authors. Following title and
abstract screening, full texts of potentially relevant studies
will be independently assessed by two authors, with
conflicts resolved by consensus between three authors.
Reviewers will communicate regularly throughout the
screening processes to support the iterative nature of the
scoping review format, with updates to eligibility criteria
as required. Any alterations made to the selection criteria
as the review progresses will be recorded. The study selec-
tion process will be reported using a PRISMA flow chart
diagram.

Stage 4: data charting

As stated in Arksey and O’Malley” and Tricco et al,*
data charting is the method used for data extraction in
scoping reviews. Data charting allows for a descriptive
summary of the results to be collated, with amendments
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Table 1 Table of inclusion and exclusion criteria for the title and Abstract, and full text screening

Inclusion

Exclusion

Primary research studies

Publication type

Population All adult patients involved in a surgical trial
Intervention

to anatomy)
Examples Vertebroplasty; arthroscopy

Comparison type Sham or placebo surgery

Examples

insertion of scope only
Reviews and opinion pieces

Publication type Peer-reviewed journal articles

Population Patients, practitioners, researchers or
ethicists
Outcome Information on factors affecting recruitment

in surgical or randomised trials

Peer-reviewed papers and protocols

General anaesthesia and skin incision only;
general anaesthesia, skin incision and

Grey literature including theses and books
Children

Surgical procedure (skin incision and change Non-surgical procedure (no skin incision)

Radiofrequency; transcutaneous electrical stimulation;
ultrasound/microwave therapy; photodynamic therapy;
acupuncture

Other (not sham surgery)

Device implementation but not activation; other
surgical procedure (eg, standard surgery); other non-
surgical intervention (eg, physiotherapy)

Grey literature including news articles, blogs etc
Null

Information and opinion on ethics of sham surgery or
randomised trial designs

made to accommodate additional unforeseen data
as extraction progresses. Data will be charted using a
standardised electronic form, developed based on the
research questions outlined previously. Three authors
will pilot the data charting form using the first eight
studies included to ensure the data extracted addresses
the research questions. This process will also ensure the
data charting process is reliable among coauthors. The
remainder of the data will be charted by three authors,
with data extracted by one checked by a second author.
Any discrepancies will be resolved by consensus among
authors. The iterative nature of scoping reviews means
the data charting form may require adaptation during the
data charting process, which will be recorded for inclu-
sion in the study publication.

Details and outcomes from each publication will be
chosen guided by both the research questions, as well as
recommendations of items to consider in data extraction
published by the Cochrane collaboration® and Arksey and
O’Malley.” Where available, these will include bibliographic
details, study type, description of dataset used, relevant trial
attributes and/or patient/surgeon attributes. Any data that
inform the research questions (ie, characteristics of trials,
surgeons or patients likely to affect trial recruitment) will be
prioritised. Additional categories may be added as necessary
during the full-text screening, in consultation with authors.
Any other key findings or recommendations not captured
through the data charting process, but which are relevant
to the research questions, will be included.

All publications included in the scoping review will be
critically appraised for quality. Although not an essential
part of a scoping review,”’ we will undertake this step to
generate a level of confidence around the results, as well
as to identify any gaps in the literature. Studies will not be

excluded on the basis of quality appraisal score. Quantita-
tive studies will be assessed using the Cochrane collabora-
tion’s tool for assessing risk of bias in RCTs.”® Qualitative
studies will be assessed using the Consolidated criteria for
reporting qualitative studies.”” Critical appraisal will be
carried out by two reviewers independently, with discrep-
ancies resolved by consensus among three authors. We
recognise that in some cases, an assessment of study
quality may be difficult due to the heterogeneous nature
of the data sources likely to be included in this review. In
the case a systematic assessment of study quality is unable
to be applied to a source, we will qualitatively comment
on the quality of the reference included.

Stage 5: data summary and synthesis of results

The outcomes of this scoping review will be reported
according to the PRISMA Extension for Scoping Reviews
(PRISMA-ScR) checklist®® Charted results will be
summarised in the first instance to address the research
questions. All data will be thematically explored and tabu-
lated. Results of the quality assessment will be tabulated.
Narrative description will also be used to aid interpretation
and synthesis of results. The implications of the evidence,
and any gaps in existing knowledge, will also be summarised
narratively. The key findings from this review will inform
the development of attributes and levels for a DCE inves-
tigating factors precluding participation in RCTs of ortho-
paedic procedures.

The inclusion of evidence across a wide range of sources
ensures that this review will report a widespread range of
attributes relating to trials, patients and surgeons likely to
affect recruitment to clinical trials of surgery. The results of
this review may be used more broadly to inform future trial
design, both within and outside of surgery.
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Strengths and limitations

A strength of this scoping review is the breadth and diver-
sity of articles to be included. Previous reviews on factors
affecting recruitment of RCTs have only included exper-
imental studies, surveys, questionnaires and interviews.
Although these generally provide higher quality data than
expert opinion, they are limited in the data they provide by
what questions were asked. More general review or opinion
pieces are not restricted to focus on only a few key items
and thus can explore a greater number of themes that
may potentially affect recruitment. As the results of this
scoping review are intended to be the primary information
in the design of a comprehensive DCE (supplemented by
qualitative interviews and a related systematic review), it is
important that all possible barriers and enablers to recruit-
ment are included. This will ensure that the DCE is opti-
mally designed.

A limitation of this scoping review is that we will not
collect grey literature, unpublished work or work written
in languages other than English. There is a risk that some
crucial attributes will not have been published in English,
in peerreviewed journals or in any form previously and
therefore will not be captured in this review. Further, there
is a risk that published opinion pieces will primarily reflect
one point of view. However, the supplementary patient
and surgeon qualitative interviews should help to address
these limitations. These and other limitations identified
throughout the review process will be acknowledged in the
review publication.

Patient and public involvement
There will be no patient or public involvement in this
scoping review.

Ethics and dissemination

The final scoping review will be submitted for publica-
tion in a peerreview journal and may also be presented at
appropriate forums or conferences. Findings will be used
to inform the development of a DCE to investigate patient
and surgeon preferences around RCTs in orthopaedic
surgery. As a synthesis of published studies and other refer-
ences, no ethics approval is required for this scoping review.
The mentioned qualitative interviews have been approved
through St Vincent’s Hospital (Melbourne) HREC (LRR
072/19), registered with the University of Newcastle
HREC (H-2019-0222), and governance approval has been
provided by St Vincent’s Hospital Melbourne and John
Hunter Hospital. There are no data currently available
for this paper as it is a protocol; however, the data sourced
throughout the scoping review will be made available in an
open repository at the time of publication.

DISCUSSION

Sham clinical trials in orthopaedic surgery are becoming
more frequent worldwide, and it is of vital importance to
address the poor recruitment and retention rates commonly
associated with them. At present, sham surgical trials which

do not reach their minimum recruitment levels are associ-
ated with significant concerns about their validity and appli-
cability, and therefore cannot answer questions about the
efficacy of some procedures. To our knowledge, there have
been no other similar reviews of attributes affecting recruit-
ment into sham surgery trials. The results of this review
will have implications beyond informing our future DCE.
The comprehensive inclusion of previous studies, opinions
and ethical viewpoints will also benefit other researchers
wishing to design DCEs regarding sham surgery, but also
more broadly provide a summary of trial, patient and
surgeon characteristics relevant to sham surgery participa-
tion, which can inform future development of RCTs.

Author affiliations

Newcastle Business School, The University of Newcastle Faculty of Business and
Law, Newcastle, New South Wales, Australia

2Hunter Medical Research Institute, The University of Newcastle, New Lambton
Heights, New South Wales, Australia

%School of Medicine and Public Health, The University of Newcastle Faculty of
Health and Medicine, Newcastle, New South Wales, Australia

*HNE Health Libraries, Hunter New England Local Health District, New Lambton,
New South Wales, Australia

SDepartment of Surgery, St Vincent’s Hospital, University of Melbourne, Melbourne,
Victoria, Australia

%School of Population and Global Health, The University of Melbourne—Parkville
Campus, Melbourne, Victoria, Australia

"Health Economics Research Centre, Oxford University, Oxford, UK

Twitter Laura Wall @wallLaura2 and Madeleine Hinwood @maddiehinwood

Contributors SB, PC, PFMC, MMD and FP substantially contributed to the inception
of the idea and rationale for this review. LW, MH and DL substantially contributed to
the writing of this protocol and the work completed thus far on the scoping review
(stages 1, 2 and 3). AS substantially contributed to the selection of search terms;

all authors were involved in discussions regarding the progress of the review and
all were involved in the editing of the manuscript and provided their approval for
publication.

Funding This review is part of project supported by an NHMRC Project
Grant (APP1163613); MMD holds an NHMRC Career Development Fellowship
(APP1122526); PFMC holds an NHMRC Practitioner Fellowship (APP1154203).

Competing interests None declared.
Patient consent for publication Not required.
Provenance and peer review Not commissioned; externally peer reviewed.

Open access This is an open access article distributed in accordance with the
Creative Commons Attribution Non Commercial (CC BY-NC 4.0) license, which
permits others to distribute, remix, adapt, build upon this work non-commercially,
and license their derivative works on different terms, provided the original work is
properly cited, appropriate credit is given, any changes made indicated, and the use
is non-commercial. See: http://creativecommons.org/licenses/by-nc/4.0/.

ORCID iDs

Laura Wall http://orcid.org/0000-0002-3070-387X
Madeleine Hinwood http://orcid.org/0000-0002-2225-973X
Michelle M Dowsey http://orcid.org/0000-0002-9708-5308

REFERENCES

1 Misra S. Randomized double blind placebo control studies, the
"Gold Standard" in intervention based studies. Indian J Sex Transm
Dis AIDS 2012;33:131.

2 Trameér MR, Reynolds DJ, Moore RA, et al. When placebo controlled
trials are essential and equivalence trials are inadequate. BMJ
1998;317:875-80.

3 Stolberg HO, Norman G, Trop |. Fundamentals of clinical research for
radiologists. AJR 2004;183:1539-44.

Wall L, et al. BMJ Open 2020;10:¢035870. doi:10.1136/bmjopen-2019-035870


https://twitter.com/wallLaura2
https://twitter.com/maddiehinwood
http://creativecommons.org/licenses/by-nc/4.0/
http://orcid.org/0000-0002-3070-387X
http://orcid.org/0000-0002-2225-973X
http://orcid.org/0000-0002-9708-5308
http://dx.doi.org/10.4103/0253-7184.102130
http://dx.doi.org/10.4103/0253-7184.102130
http://dx.doi.org/10.1136/bmj.317.7162.875

4

5

10

Angelos P. Ethical issues of participant recruitment in surgical clinical
trials. Ann Surg Oncol 2013;20:3184-7.

Jonas WB, Crawford C, Colloca L, et al. To what extent are surgery
and invasive procedures effective beyond a placebo response?

A systematic review with meta-analysis of randomised, sham
controlled trials. BMJ Open 2015;5:e009655.

Horng S, Miller FG. Ethical framework for the use of sham
procedures in clinical trials. Crit Care Med 2003;31:5126-30.
Marchand S, Kupers, R. Clinical relevance and ethical aspects of
placebos. Seminars in Pain Medicine 2005;3:7-14.

Bunzli S, Dowsey MM, Choong PF. Sham surgery: justified but

practical? A systematic review of sham surgery trials in orthopaedics.

SA Orthopaedic Journal 2018;17:14-24.

Wartolowska K, Judge A, Hopewell S, et al. Use of placebo controls
in the evaluation of surgery: systematic review. BMJ 2014;348:9325
3-g53.

Clark PA. Placebo surgery for Parkinson's disease: do the benefits
outweigh the risks? J Law Med Ethics 2002;30:58-68.

22

23

24

25

26

Coast J, Al-Janabi H, Sutton EJ, et al. Using qualitative methods for
attribute development for discrete choice experiments: issues and
recommendations. Health Econ 2012;21:730-41.

De Brun A, Flynn D, Ternent L, et al. A novel design process for
selection of attributes for inclusion in discrete choice experiments:
case study exploring variation in clinical decision-making about
thrombolysis in the treatment of acute ischaemic stroke. BMC Health
Serv Res 2018;18:483.

Janssen EM, Segal JB, Bridges JFP. A framework for instrument
development of a choice experiment: an application to type 2
diabetes. Patient 2016;9:465-79.

Bridges JFP, Hauber AB, Marshall D, et al. Conjoint analysis
applications in health—a checklist: a report of the ISPOR Good
Research Practices for Conjoint Analysis Task Force. Value Health
2011;14:403-13.

Klejgaard ME, Bech M, Sggaard R. Designing a stated choice
experiment: the value of a qualitative process. J Choice Model
2012;5:1-18.

11 Edward SJL, Stevens AJ, Braunholtz DA, et al. The ethics of 27 Lancsar E, Louviere J. Conducting discrete choice experiments
placebo-controlled trials: a comparison of inert and active placebo to inform healthcare decision making: a user's guide.
controls. World J Surg 2005;29:610-4. Pharmacoeconomics 2008;26:661-77.
12 London AJ, Kadane JB. Placebos that harm: sham surgery controls 28 Mirelman A, Mentzakis E, Kinter E, et al. Decision-making criteria
in clinical trials. Stat Methods Med Res 2002;11:413-27. among national policymakers in five countries: a discrete choice
13 Dowsey MM, Spelman T, Choong PFM. Development of a prognostic experiment eliciting relative preferences for equity and efficiency.
nomogram for predicting the probability of nonresponse to total knee Value Health 2012;15:534-9.
arthroplasty 1 year after surgery. J Arthroplasty 2016;31:1654-60. 29 Paolucci F, Mentzakis E, Defechereux T, et al. Equity and efficiency
14 Robertsson O, Knutson K, Lewold S, et al. The Swedish knee preferences of health policy makers in China—a stated preference
arthroplasty register 1975-1997: an update with special emphasis analysis. Health Policy Plan 2015;30:1059-66.
on 41,223 knees operated on in 1988-1997. Acta Orthop Scand 30 Tricco AC, Lillie E, Zarin W, et al. PRISMA extension for scoping
2001;72:503-13. reviews (PRISMA-ScR): checklist and explanation. Ann Intern Med
15 Louw A, Diener |, Fernandez-de-Las-Pefas C, et al. Sham surgery 2018;169:467-73.
in orthopedics: a systematic review of the literature. Pain Med 31 Arksey H, O'Malley L. Scoping studies: towards a methodological
2017;18:736-50. framework. Int J Soc Res Methodol 2005;8:19-32.
16 Peel TN, Cheng AC, Liew D, et al. Direct hospital cost determinants 32 Levac D, Colguhoun H, O'Brien KK. Scoping studies: advancing the
following hip and knee arthroplasty. Arthritis Care Res methodology. Implement Sci 2010;5:69.
2015;67:782-90. 33 Peters MDJ, Godfrey CM, Khalil H, et al. Guidance for conducting
17 Ko CY, Sack J, Chang JT, et al. Reporting randomized, controlled systematic scoping reviews. Int J Evid Based Healthc 2015;13:141-6.
trials: where quality of reporting may be improved. Dis Colon Rectum 34 Covidence systematic review softwareVeritas Health Innovation,
2002;45:443-7. 2018Melbourne, Australia. Available: www.covidence.org
18 Wente MN, Seiler CM, Uhl W, et al. Perspectives of evidence-based 35 Moher D, Shamseer L, Clarke M, et al. Preferred reporting items for
surgery. Dig Surg 2003;20:263-9. systematic review and meta-analysis protocols (PRISMA-P) 2015
19 Strand LB, Clarke P, Graves N, et al. Time to publication for publicly statement. Syst Rev 2015;4:1.
funded clinical trials in Australia: an observational study. BMdJ Open 36 Higgins JPT, Altman DG, Getzsche PC, et al. The Cochrane
2017;7:e012212. collaboration's tool for assessing risk of bias in randomised trials.
20 Hare KB, Lohmander LS, Roos EM. The challenge of recruiting BMJ 2011;343:d5928.
patients into a placebo-controlled surgical trial. Trials 2014;15:167. 37 Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting
21 Ryan M. Discrete choice experiments in health care. BMJ qualitative research (COREQ): a 32-item checklist for interviews and
2004;328:360-1. focus groups. Int J Qual Health Care 2007;19:349-57.
6 Wall L, et al. BMJ Open 2020;10:2035870. doi:10.1136/bmjopen-2019-035870


http://dx.doi.org/10.1245/s10434-013-3178-0
http://dx.doi.org/10.1136/bmjopen-2015-009655
http://dx.doi.org/10.1097/01.CCM.0000054906.49187.67
http://dx.doi.org/10.17159/2309-8309/2018/v17n3a1
http://dx.doi.org/10.1136/bmj.g3253
http://dx.doi.org/10.1111/j.1748-720X.2002.tb00720.x
http://dx.doi.org/10.1007/s00268-005-7621-7
http://dx.doi.org/10.1191/0962280202sm300ra
http://dx.doi.org/10.1016/j.arth.2016.02.003
http://dx.doi.org/10.1080/000164701753532853
http://dx.doi.org/10.1093/pm/pnw164
http://dx.doi.org/10.1002/acr.22523
http://dx.doi.org/10.1007/s10350-004-6217-x
http://dx.doi.org/10.1159/000071183
http://dx.doi.org/10.1136/bmjopen-2016-012212
http://dx.doi.org/10.1186/1745-6215-15-167
http://dx.doi.org/10.1136/bmj.328.7436.360
http://dx.doi.org/10.1002/hec.1739
http://dx.doi.org/10.1186/s12913-018-3305-5
http://dx.doi.org/10.1186/s12913-018-3305-5
http://dx.doi.org/10.1007/s40271-016-0170-3
http://dx.doi.org/10.1016/j.jval.2010.11.013
http://dx.doi.org/10.1016/S1755-5345(13)70050-2
http://dx.doi.org/10.2165/00019053-200826080-00004
http://dx.doi.org/10.1016/j.jval.2012.04.001
http://dx.doi.org/10.1093/heapol/czu123
http://dx.doi.org/10.7326/M18-0850
http://dx.doi.org/10.1080/1364557032000119616
http://dx.doi.org/10.1186/1748-5908-5-69
http://dx.doi.org/10.1097/XEB.0000000000000050
www.covidence.org
http://dx.doi.org/10.1186/2046-4053-4-1
http://dx.doi.org/10.1136/bmj.d5928
http://dx.doi.org/10.1093/intqhc/mzm042

	Attitudes of patients and surgeons towards sham surgery trials: a protocol for a scoping review of attributes to inform a discrete choice experiment
	Abstract
	Introduction﻿﻿
	Background
	Rationale
	Aims and objectives

	Methods and analysis
	Protocol design
	Stage 1: identifying the research question
	Stage 2: identifying relevant studies
	Stage 3: study selection
	Stage 4: data charting
	Stage 5: data summary and synthesis of results
	Strengths and limitations
	Patient and public involvement
	Ethics and dissemination

	Discussion
	References


