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Abstract

Study advisory committees (SACs) provide critical value to clinical trials by providing unique perspectives that pull from per-
sonal and professional experiences related to the trial’s healthcare topic. The Emergency Medicine Palliative Care Access
(EMPallA) study had the privilege of convening a |6-person SAC from the project’s inception to completion. The study
team wanted to understand the impact this project had on the SAC members. In this narrative, we use reflective dialogue
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to share SAC members’ lived experiences and the impact the EMPallA study has had on members both personally and pro-
fessionally. We detail the (1) benefits SAC members, specifically patients, and caregivers, have had through working on this
project. (2) The importance of recruiting diverse SAC members with different lived experiences and leveraging their feedback
in clinical research. (3) Value of community capacity building to ensure the common vision of the clinical trial is promoted.
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Introduction to the Issue

In clinical trials, study advisory committees (SACs) are often
formed to provide unique perspectives and ensure that the
patient experience remains at the focus of study objectives.
To convene meaningful engagement, SACs are often com-
prised of a diverse group of members (eg, patients, caregiv-
ers, payers, clinicians, and policy advocates) from various
backgrounds and have either experience participating in
research or are familiar with research processes.'~

SACs provide immeasurable value as they bring forth the
perspectives of diverse community members’ attitudes and
beliefs.®> They serve as a liaison between communities and
academic researchers as they improve research by overcom-
ing complex questions of research design and implementa-
tion.* In partnership with research teams, SACs are often a
sounding board and a critical voice in ensuring patient
ethics, safety, and engagement are at the forefront of research
design implementation and dissemination decisions.’

Research often cites the value SAC members add to indi-
vidual studies®’ but neglects to explore the breadth of impact
that engaging in clinical trials as an SAC member has on indi-
viduals on the SAC.®

Key Factors for Consideration

The Emergency Medicine Palliative Care Access (EMPallA)
study is a Patient-Centered Outcomes Research Institute
(PCORI)-funded, pragmatic, two-arm, multisite randomized
controlled trial of 1350 older adults (50 + years) with either
advanced cancer or end-stage organ failure recruited during
an Emergency Department visit, comparing nurse-led tele-
phonic case management to facilitated, outpatient specialty pal-
liative care. Patients and informal caregivers were recruited
between March 2018 and July 2022, from 18 Emergency
Departments across the United States. The primary outcome
was a change in patient quality of life, as measured by a
change in Functional Assessment of Cancer Therapy —
General (FACT-G) from enrollment to 6 months. Secondary
outcomes included healthcare utilization, loneliness, symptom
burden and caregiver distress, quality of life, and bereavement.
More details on this study protocol have been previously pub-
lished.” While the EMPallA study enrolled patients living
with advanced-stage cancer, end-stage renal disease, congestive
heart failure, and chronic obstructive pulmonary disease, the
research team sought to convene a diverse group of patients,
caregivers, payers, and policy advocates with a range of

experiences to provide a well-rounded perspective on study
design, implementation, and dissemination.'® Details related
to how the SAC was formed, meeting frequency, and the meth-
odology for engagement with the EMPallA SAC have been
published elsewhere.'

Throughout the research process, the study team identified not
only the impact that members had on the study itself but also the
life-long impact of this study that committee participation had on
individual SAC members. During one of the routine research
study team and SAC member meetings, all SAC members
were asked how the EMPallA project has impacted them either
personally or professionally. A small cohort of members
decided to provide written testimonials. As such, using their
own voices and quotes we share EMPallA SAC members’ per-
spectives in participating in a six-year clinical trial.

I joined EMPallA SAC to gain a perspective on palliative
care methods and to be a better advocate in the education
process. I found the experience much more personal than I
had anticipated. I was able to walk my ex-husband through
the processes of palliative care because of my involvement
on this committee. At the same time, I was able to help the
research team thoughtfully develop the study design and
intervention components.—SAC Member 1, Community
Faculty, Health Educator, Caregiver.

It was because of the challenges of getting palliative care for my
mother that I wanted to participate in this particular SAC. It
allows us [SAC members] to advocate directly and indirectly
for ourselves and people just like us, improves our sense of self-
worth, gives us a purpose, and even helps us to communicate
better with our own doctors and other medical professionals.
At the University of Florida Shands Hospital, I am now a perma-
nent member of the Patient Advisory Board, the Community
Hospice and Palliative Care Coalition, and a sponsor of the
Putting Families First educational programs.—SAC Member 2,
Caregiver, Patient Advocate.

I joined this SAC serving as a liaison between community
and academia. I never imagined that my role would change
from professional to personal due to silent seizures. I have
become a palliative care patient while working on this
SAC. Not knowing about palliative care before joining this
study, and still trying to accept the life changes with my
new diagnosis, | began seeing that there were other people
in my shoes and that I was not alone. I can communicate
much better with my doctors and even my own daughter,
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and I have learned how to accept help without feeling
ashamed. I know I am in a better place mentally and emotion-
ally because of the blessing to be on this study.—SAC
Member 3, Patient, Community Liaison, Health Educator.

Participating as a palliative care SAC member helped me to
develop and offer a support system to assist patients to live
as actively as possible until death, as well as integrate the psy-
chological and spiritual aspect of patient care.—SAC
Member 4, Community Faculty.

Partnering with the EMPallA researchers, nurses, and fellow
colleagues has given me an opportunity to share my experi-
ence as an only child caregiver. I never looked at caring for
someone you love as a job, but it does become complicated.
Although I didn’t recognize caregiving as a job, it is impor-
tant to realize as a caregiver we must care for ourselves
first and then our loved ones. Make sure you see your
doctor. Let your family and friends know you need help.
Take time for yourself to do these things so you can be a
blessing to the ones you love. Researcher, Dr. Grudzen, has
opened doors in public health, like this SAC, to help those
in need.—SAC Member 5, Caregiver.

I work directly with Latino patients undergoing cancer treat-
ment in clinical trials. I am a breast cancer survivor, who
underwent chemotherapy and radiation treatment and that
helps me understand fully the difficult moments that patients
go through with this disease. I also took care of my father
who died of lung cancer and I would have liked to have
known that palliative care existed. I do my work with
passion and dedication to the community. I am a community
promoter on a variety of health topics including cancer care.
There is a lack of knowledge in the Latino community when
it comes to health topics and therefore a great need for my
representation on the SAC to be able to deliver the informa-
tion to people who need it. Being a member of the EMPallA
SAC has given me more knowledge about palliative care. It is
a great need to have these [palliative care] services during dif-
ficult times. In our Latino culture we are very attached to our
loved ones and palliative treatment is very helpful in these
difficult times for both patients and family members. The
Latino community is one of the most vulnerable and I sin-
cerely thank this project as it’s had a big impact on our
Latino patients. It has positively benefited of our commu-
nity—SAC Member 6, Latino Community Promoter,
Caregiver.

Recommendations

It is clear within clinical research that there is significant value
in convening a SAC. However, researchers and clinicians often
forget that there are tremendous benefits to our partnering SAC
members as well, particularly when researching a sensitive
health topic such as palliative care and serious illness.'
Through our research project, we recognized that there was
as much value to the researcher as there was to the patients/

caregivers being recruited and receiving the intervention and
individual SAC members convened.

As SACs are often convened to enhance study design,
implementation, and dissemination it is critical that research
teams identify potential SAC members with a wide range of
experiences, both professionally and personally. Since we
convened a group of diverse individuals related to the clinical
trials subject matter we were able to initiate deep conversa-
tions and develop strong connections. This allowed
members to expand their horizons and absorb each other’s
experiences while collaborating across specialties.

Our routine study team meetings served as a venue for SAC
members to network with other passionate researchers, commu-
nity members, clinicians, and advocates, all with the same
common goal. Creating a space for SAC members to develop
interpersonal relationships beyond routine meetings encouraged
personal and community growth and capacity building. People
who would have never met otherwise created bonds strong
enough to help each other through difficult personal struggles.
This type of immeasurable impact cannot be ignored.

Future researchers and study teams collaborating with
SACs should continually discuss, assess, and evaluate SAC
engagement in an effort to ensure a strong mission (vision
and commitment) driven relationship is fostered.

As researchers we need to remember that it shouldn’t
always be “what’s in this for you/us?” (The research study/
study team benefits), but also “what’s in this for me?”
(Benefits to the individual SAC members).

Conclusions

The benefits of having patients, caregivers, and community
leaders involved in research are evident, but the impact on
each of the individuals involved should continue to be
explored. Research studies should continue to integrate
SAC members in all stages of the research process. SAC
members not only contribute an incredible amount of value
to all portions of the research process but also in return are
positively impacted in ways that often cannot be quantified,
and the ripple effects can be enormous on communities.

Abbreviations

SAC Study Advisory Committee

EMPallA  Emergency Medicine Palliative Care Access

PCORI Patient-Centered Outcomes Research Institute
FACT-G  Functional Assessment of Cancer Therapy — General.

Author Contributions

JBV: writing and editing; DR: writing and editing; RB: review and
editing; GC: review and editing; PD: review and editing; RG:
review and editing; EH: review and editing; EL: review and
editing; CKG: writing and editing; MM: review and editing; MN:
writing and editing; NRP: review and editing; WV: review and
editing; SW: review and editing; PW: writing and editing;
AYB: review and editing; KVA: writing and editing; AMC:
writing and editing; RLY: writing and editing MF: writing and



Journal of Patient Experience

editing; KSG: investigation and reviewing; CRG: conceptualization,
investigation, supervision, funding acquisition, writing, review, and
editing.

Declaration of Conflicting Interests

The author(s) declared no potential conflicts of interest with respect
to the research, authorship, and/or publication of this article.

Disclaimer

All statements in this report, including its findings and conclusions,
are solely those of the authors and do not necessarily represent the
views of the Patient-Centered Outcomes Research Institute
(PCORYI), its Board of Governors, or the Methodology Committee.

Ethics Approval and Consent to Participate

This study was approved by the New York University School of
Medicine Institutional Review Board (study ID s17-01211).
Informed consent was collected for all study participants at the
time of enrollment. Before March 2020, consent was written only,
but during the COVID-19 pandemic, we obtained the ability to
consent patients verbally, which was approved by the above
Institutional Review Board.

Funding

The author(s) disclosed receipt of the following financial support for the
research, authorship, and/or publication of this article: This work is (par-
tially) supported through a Patient-Centered Outcomes Research
Institute (PCORI) Award (PLC-1609-36306) and The Fan Fox and
Leslie R. Samuels Foundation Award (17-A0-00-008264).

ORCID iD

Allison M. Cuthel https:/orcid.org/0000-0002-9978-6706

References

1. Kelly G, Wang SY, Lucas G, Fraenkel L, Gross CP. Facilitating
meaningful engagement on community advisory committees in
patient-centered outcome research. Prog Community Health
Partnersh. 2017;11(3):243-51. PMID: 29056616; PMCID:
PMC5679445.

10.

Wilkins CH, Spofford M, Williams N, et al. CTSA consortium’s
community engagement key function committee community part-
ners integration workgroup. Community representatives’ involve-
ment in clinical and translational science awardee activities. Clin
Transl Sci. 2013;6(4):292-6. Epub 2013 Jun 10. PMID:
23919364; PMCID: PMC3884765.

Frank L, Forsythe L, Ellis L, et al. Conceptual and practical foun-
dations of patient engagement in research at the patient-centered
outcomes research institute. Qual Life Res. 2015;24(5):1033-41.
Epub 2015 Jan 6. PMID: 25560774; PMCID: PMC4412554.
Forsythe LP, Ellis LE, Edmundson L, et al. Patient and stake-
holder engagement in the PCORI pilot projects: description
and lessons learned. J Gen Intern Med. 2016;31(1):13-21.
Epub 2015 Jul 10. PMID: 26160480; PMCID: PMC4700002.
Arthur M, Saha R, Kapilashrami A. Community participation
and stakeholder engagement in determining health service cover-
age: a systematic review and framework synthesis to assess effec-
tiveness. J Glob Health. 2023;13:04034. PMID: 37166063;
PMCID: PMC10173679.

Mullins CD, Abdulhalim AM, Lavallee DC. Continuous patient
engagement in comparative effectiveness research. JAMA.
2012;307(15):1587-8.

Faulkner M, Alikhaani J, Brown L, et al. Exploring meaningful
patient engagement in ADAPTABLE (aspirin dosing: a patient-
centric trial assessing benefits and long-term effectiveness).
Med Care. 2018;56 Suppl 10 Suppl 1(10 Suppl 1):S11-5.
Manafo E, Petermann L, Vandall-Walker V, Mason-Lai P.
Patient and public engagement in priority setting: a systematic
rapid review of the literature. PLoS One. 2018;13(3):¢0193579.
PMID: 29499043; PMCID: PMC5834195.

Grudzen CR, Shim DJ, Schmucker AM, Cho J, Goldfeld KS.
EMPalla investigators. Emergency medicine palliative care
access (EMPallA): protocol for a multicentre randomised con-
trolled trial comparing the effectiveness of specialty outpatient
versus nurse-led telephonic palliative care of older adults with
advanced illness. BMJ Open. 2019;9(1):¢025692.

de Forcrand C, Flannery M, Cho J, et al. Pragmatic consider-
ations in incorporating stakeholder engagement into a palliative
care transitions study. Med Care. 2021;59(Suppl 4):S370-8.


https://orcid.org/0000-0002-9978-6706
https://orcid.org/0000-0002-9978-6706

	 Introduction to the Issue
	 Key Factors for Consideration
	 Recommendations
	 Conclusions
	 Abbreviations
	 References


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile ()
  /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 5
  /Optimize true
  /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 /Average
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /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 /Average
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /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 /Average
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /PDFX1a:2003
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    33.84000
    33.84000
    33.84000
    33.84000
  ]
  /PDFXSetBleedBoxToMediaBox false
  /PDFXBleedBoxToTrimBoxOffset [
    9.00000
    9.00000
    9.00000
    9.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (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 false
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks true
      /AddColorBars false
      /AddCropMarks true
      /AddPageInfo true
      /AddRegMarks false
      /BleedOffset [
        9
        9
        9
        9
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks true
      /IncludeHyperlinks true
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /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




