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Research supports growing affirmation of patient and stakeholder engagement (PSE) as an integral tool and
highlights the need for further guidance on PSE best practices, frameworks, roles and responsibilities [1–3]. Even in
environments where PSE is at the forefront, stakeholders may not selfidentify as codecision makers, may not be
able to specifically identify their contributions, may be unsure of their role expectations and functions, or – more
pointedly – may report their role as tokenistic (superficially including a small number of people from a group to
give the appearance of inclusion) [2,4,5]. With concerted and intentional effort; however, authentic and impactful
PSE is achievable.

This commentary presents a case example of PSE in a clinical trial and the results of a small stakeholder-experience
evaluation. PSE is foundational to the PREP-IT (A Program of Randomized trials to Evaluate Pre-operative
antiseptic skin solutions In orthopedic Trauma) program’s organizational structure and drives trial decisions and
activities. PREP-IT stakeholders include patient advisors who experienced orthopedic trauma and/or surgery, and
subsequent infection complications; professional-association representatives; a multidisciplinary healthcare team;
and dissemination professionals.

Stakeholders codeveloped the PREP-IT study concept and protocol following the 10-Step Framework [6]. The
stakeholders, researchers and patients alike, engage in bidirectional learning as partners in advisory ‘cores’ and
committees, which were developed to ensure a shared governance model, thereby, promoting cross fertilization and
reciprocal communication. Cores are comprised of members with specific expertise in the subject area assigned
to the core (e.g., patients with live experience, military personnel, infectious disease clinicians) [7]. The Patient-
Centered Outcomes Advisory Core (PCOAC) was conceptualized and structured to ensure the patient voice was
integrated effectively throughout the project’s research continuum. As a result of the open communication between
cores and committees, stakeholders with complementary expertise in trauma and dissemination joined the patient
stakeholders on the PCOAC early on in the project.

During the course of the PREP-IT study, we experienced an evolution in the way the PCOAC stakeholders were
engaged using the 10-Step Framework to guide the process of careful consideration to determine which approach
would best elicit the stakeholder’s perspective at each stage. Changes were made to meeting and engagement
processes that came about due to PCOAC member’s input. For example, the original approach was to conduct
introductory meetings of the PCOAC, then move to a less formal schedule. It was immediately evident there
was a productive synergy among the PCOAC members. In an effort to foster the collaborative environment, the
study team pivoted and scheduled meetings every other month (bi-monthly), which PCOAC members attended
unanimously.

We wanted to understand, from the PCOAC’s perspective, why the members wanted to be part of a pragmatic
clinical trial and what they believed would be missing from the project without their participation in these meetings.
We conducted individual conversations with the five PCOAC members (three patients and two other stakeholders
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Table 1. Overall insights from stakeholders.
Theme Illustrative quote Respondent type

Group meeting approach: includes how the PCOAC
operated or that participation was requested of them

“Meeting as a group seems natural; everyone participates” Patient stakeholder

“The educational component is most important; to have medical research
clearly defined”

Patient stakeholder

Experience participating in the PCOAC meetings: includes
details around participating in the PCOAC and whether they
believed they were heard as partners in research, not just as
subjects

“You build the relationship in the beginning so you are checking in, not
checking a box; initial delivery (of the message) of why we subjects (are)
equal partners in research”

Patient stakeholder

“I never felt like a fish out of water.” Patient stakeholder

“You do not feel like you are at the little kid’s table at Thanksgiving.” Patient stakeholder

“It comes across loud and clear from multiple sites that they are listening to
patient advisors”

Other stakeholder

Benefits to the PCOAC approach: includes the advantages of
the PCOAC approach.

“When patients are involved, experts truly embrace that they are not the only
experts; patients bring in the other half of the expertise to the equation.”

Other stakeholder

Disadvantages to not meeting: includes the loss or what
would be missing if the current approach had not been
adopted.

Stakeholders noted their participation in the PCOAC increased the likelihood
they would participate in other activities outside of the study, “stepping
outside the comfort zone”, which otherwise would not have happened.

Patient stakeholder

PCOAC: Patient-Centered Outcomes Advisory Core.

with dissemination and clinical backgrounds) regarding their experience to date. Here, we describe four themes
identified related to the stakeholder-committee meetings: approach; experience; benefits; and disadvantages to not
meeting. While our numbers are small, we believe the findings are useful to other researchers. We will discuss each
in detail below. Examples of specific insights are summarized in Table 1.

Group-meeting approach
PCOAC members were asked why they wanted to meet regularly as a group. They reported that while voluntarily
participation was requested, active participation was essential to be an effective team member and to stay apprised
of study details. The frequency and intentionality of the meeting approach facilitated equitable contributions
from the PCOAC members. The bi-monthly frequency of the meetings meant PCOAC members were routinely
included in key discussions and brainstorming sessions, which was noted to contribute to the success of making
stakeholders feel engaged. Without that frequency, participants noted that they might have felt: “like a token”, “less
engaged” or “out of sight, out of mind”, The intentional approach to stakeholder inclusivity within the meetings
built a platform for their voices to be treated as equal to other stakeholders at the table. An additional benefit of
the group-meeting approach was to level-set knowledge for all members of the PCOAC by clearly defining medical
and research terminology, and for project leads to set clear expectations for all members.

One example of an equitable contribution was a significant shift in the approach to study-participant follow-up.
A PCOAC patient stakeholder explained that patients do not want to be ‘followed’, they want to be ‘listened to’ or
‘checked in on.’ The stakeholder further explained that patients want to know the study team cares about how
the patient is doing rather than just approaching them for more data. Subsequently, in the PREP-IT program, the
study team addresses preventing loss to follow-up through relationship building with study participants.

Experience participating in the PCOAC meetings
The stakeholders were asked about experience participating in the PCOAC and if members believed they were
heard as research partners. Stakeholders reported it was clearly evident to them that stakeholder voices were heard.
One stated they felt: “Passionately committed and heard, listened to.” PCOAC members reported they were reminded
by study team members that their voices were important, ensuring that all stakeholder voices were treated as equal
to other stakeholders at the table. When patients are involved, experts truly embrace that they are not the only
experts. As one stakeholder reported, experts’ “knowledge is vast, but only half the knowledge. (The) patient is the
other half of the equation.” PCOAC members resoundingly felt comfortable and welcome as partners in the research
process. They believed their time commitment was worthwhile and felt a general sense of respect from the research
team.
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Benefits to the PCOAC approach
Stakeholders were asked about the benefits of meeting as a group. The model of a bi-monthly meeting kept PCOAC
members engaged in a comfortable manner, allowing some stakeholders to transition from being seen as a chronic
patient to being treated as an expert in the patient experience, and allowed some stakeholders to close the loop on
healing, giving back and insulating against the “lows (e.g., anniversary of injury and surgery dates, set-backs in their
own recoveries).” Stakeholders also reported it provided the ability to build off of each other’s input and a shared
space for listening.

The stakeholders believed they were able to contribute equitably because of their past experience, but also because
of the way that they were engaged; they were never treated as though they did not belong or their voices were not
valuable.

Disadvantages to not meeting
Stakeholders were asked about disadvantages; that is, what would be missing if the current approach had not
been adopted. Stakeholders reported that if the PCOAC approach had not been adopted, their participation in
the project would have been passive rather than as an active member; they would have had less knowledge of
the cases and study examples; and there would have been lack of cohesion. Additionally, stakeholders noted that
their participation in the PCOAC increased the likelihood they would participate in other study activities, which
otherwise would not have happened.

Conclusion
Knowledge regarding patient and stakeholder experiences with engagement in research can help improve the
science of engagement and establish best practices, which are currently sparse. We found that intentional and
routine interactions catalyze meaningful PSE. Eliciting feedback from stakeholders should be considered when
seeking to understand a project’s stakeholder engagement activities successes and challenges. The PREP-IT program’s
experience illuminates how genuine and frequent activities can be leveraged to meet patients’ and stakeholders’ needs
and elevate stakeholder engagement.

Supplementary data

To view the supplementary data that accompany this paper please visit the journal website at: www.futuremedicine.com/doi/sup

pl/10.2217/cer-2020-0266

Author contributions

M Medeiros and TR Love analyzed and interpreted the conversations with the PCOAC members. M Medeiros, TR Love, GP Slobo-

gean, S Sprague, EM Perfetto, N O’Hara and CD Mullins were major contributors in writing the manuscript. All authors read and

approved the final manuscript.

Acknowledgments

We acknowledge and appreciate the many patients, nurses, national organizations, and others who have contributed to the success

of this trial. Supplementary Material 1 details the names, affiliations, and roles of the PREP-IT team; the Executive Committee is

responsible for the overall conduct of the trial and is comprised of the Principal Investigators and a patient partner. The Executive

Committee is advised by a Steering Committee; multiple clinical, research, and stakeholder specialty cores; and experts in patient

engagement (University of Maryland PATIENTS Program). An Adjudication Committee reviews participant eligibility and reported

study events. The Methods Centre is responsible for the day-to-day management of the PREP-IT trials, which includes clinical

site management, data management, and data analysis. The Administrative Centre is responsible for piloting each trial protocol,

contracting with each clinical site, and overseeing the Central Institutional Review Board activities.

Financial & competing interests disclosure

The PREPARE trial is funded by the Patient-Centered Outcomes Research Institute (PCS-1609-36512) and the Canadian Institutes of

Health Research (Foundation Grant); the Aqueous-PREP trial is funded by the US Department of Defense (W81XWH-17-1-070) and

the Canadian Institutes of Health Research (Foundation Grant). McMaster University Surgical Associates funded start-up activities

at the Methods Center and The Physician Services Incorporated provided funding to the Methods Center and Hamilton Health

Sciences for the Aqueous-PREP trial. The authors have no other relevant affiliations or financial involvement with any organization

or entity with a financial interest in or financial conflict with the subject matter or materials discussed in the manuscript apart from

future science group www.futuremedicine.com 441

https://www.futuremedicine.com/doi/suppl/10.2217/cer-2020-0266


Commentary Medeiros, Love, Slobogean et al.

those disclosed. The views presented in this publication are solely the responsibility of the authors and do not necessarily represent

the views of the Patient-Centered Outcomes Research Institute R© (PCORI R©), its Board of Governors or Methodology Committee.

No writing assistance was utilized in the production of this manuscript.

Open access

This work is licensed under the Attribution-NonCommercial-NoDerivatives 4.0 Unported License. To view a copy of this license,

visit http://creativecommons.org/licenses/by-nc-nd/4.0/

References
1. Kim KK, Khodyakov D, Marie K et al. A novel stakeholder engagement approach for patient-centered outcomes research. Med.

Care 56(1 Suppl. 10), S41 (2018).

2. Boudes M, Robinson P, Bertelsen N et al. What do stakeholders expect from patient engagement: are these expectations being
met? Health Expect. 21(6), 1035–1045 (2018).

3. Hahn DL, Hoffmann AE, Felzien M, LeMaster JW, Xu J, Fagnan LJ. Tokenism in patient engagement. Fam. Pract. 34(3), 290–295
(2017).

4. Kendell C, Urquhart R, Petrella J, MacDonald S, McCallum M. Evaluation of an advisory committee as a model for patient engagement.
Patient Exp. J. 1(2), 62–70 (2014).

5. DeCamp M, Dukhanin V, Hebert LC, Himmelrich S, Feeser S, Berkowitz SA. Patients’ views about patient engagement and
representation in healthcare governance. J. Healthc. Manag. 64(5), 332–346 (2019).

6. Mullins CD, Abdulhalim AM, Lavallee DC. Continuous patient engagement in comparative effectiveness research. JAMA 307(15),
1587–1588 (2012).

7. Slobogean GP, Sprague S, Wells J et al. Effectiveness of iodophor vs chlorhexidine solutions for surgical site infections and unplanned
reoperations for patients who underwent fracture repair: the PREP-IT Master Protocol. JAMA Netw. Open 3(4), e202215–e202215
(2020).

442 J. Comp. Eff. Res. (2021) 10(6) future science group

http://creativecommons.org/licenses/by-nc-nd/4.0/


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (Coated FOGRA39 \050ISO 12647-2:2004\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 400
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 400
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /ENU ([Based on 'PPG Indesign CS4_5_5.5'] [Based on 'PPG Indesign CS3 PDF Export'] Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks true
      /AddPageInfo false
      /AddRegMarks true
      /BleedOffset [
        8.503940
        8.503940
        8.503940
        8.503940
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /ClipComplexRegions false
        /ConvertStrokesToOutlines false
        /ConvertTextToOutlines false
        /GradientResolution 600
        /LineArtTextResolution 2400
        /PresetName (Pureprint flattener)
        /PresetSelector /UseName
        /RasterVectorBalance 1
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 8.835590
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


