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Objective

Summarize patient perspectives, facilitators and barriers to study
participation from studies of human participants of all ages with pain-
related conditions, depression and/or anxiety.



Methods

Inclusions

* Patient-specific preferences related to clinical trial design for the treatment
of any pain condition OR depression OR anxiety

. Patient-s%ecific preferences related to participation in clinical trials (barriers,
time, etc.

Exclusions

* Treatment preferences or goals of therapy, only

* Researcher preferences

* Mixed samples of patients and clinicians

 Studies reporting attrition without any other data or qualitative component
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PRISMA Flow Diagram
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Findings — Study Features
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Findings — Study Features

» 23/35 (66%) assessed perspectives as the primary objective
* 12/35 (34%) were pilot/feasibility studies (3 depression)

* 21/35 (60%) study sites were located in metropolitan areas

* Only one study described where the sample was from (rural/urban)

» 21/35 (60%) were conducted outside the U.S. (only)



Findings — Study Features

» 23/35 (65%) utilized active recruitment
e 5/35(14%) used both active and passive techniques for recruitment (mixed)

* 17/35 (49%) noted that some or all participants had current/past
participation in clinical research studies

» Age group of perspectives
26/35 (74%) adults

2/35 (6%) pediatric

5/35 (14%) mixed

2/35 (6%) not stated

e Within studies that oluantlfled sex, most study samples were
predominantly female 26/28 (93%



Race Distributions

B White/Caucasian E Black/African-American [ Hispanic/Latino O Asian H Multiple E Others HE Not Provided

Bove

Cheung

Cramer

DasMahapatra

Dennin

Denny -
I

Gaudiano 2013
Gaudiano 2016
Lenze
Smith
Tallon

Taylor
Turk Phase 1
Turk Phase 2
Van den Berg

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%



Findings — Study Features

12/35 (34%) Educated = high school (9/12)

10/35 (29%) Lived with spouse, caregiver, or parent

10/35 (29%) Employment inconsistently reported; 4 of these
captured disability in this reporting

12/35 (34%) Disease severity inconsistently reported



Barriers to Participation
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Participant Preferences
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Participant Preferences
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Participant Preferences
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Motivating Factors for Participation
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Reporting & Recruitment Considerations

* Advocate for studies to report reasons (with demographics) for
declination

* Collect demographics related to site of residence (urban/rural, etc.)

* Recruitment strategies
* Direct recruitment may benefit engagement



Designh Considerations

* Research team
* Empathy/rapport
* Training
* Address fears & expectations

* Appropriate incentives for compensation of time and travel

* Flexibility with data collection methods



Other Considerations

* For some, participation may not be related to study-specific factors
e Stigma
* Negative expectations of treatment
* Burden of illness

* Value of qualitative component within RCTs to assess engagement
with clinical trial participation and reasons for declination (O’Cathain
2013)
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