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About CISCRP

• Independent, 501(C)(3) non-profit

• Globally active & Boston-based

• Since 2003, engaging the public and patients 
as partners in clinical research

• Collaborate with foundations, associations, 
advocacy groups, industry, academic 
institutions, and government agencies
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Personal health literacy
The degree to which individuals have the ability to find, understand, 
and use information and services to inform health-related decisions 
and actions for themselves and others.

Organizational health literacy
The degree to which organizations equitably enable individuals to 
find, understand, and use information and services to inform health-
related decisions and actions for themselves and others.

https://www.cdc.gov/healthliteracy/learn/index.html

The Two Health Literacies
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Equality Equity

Treat everyone as equal Treat everyone fairly 
and impartially

Does not consider 
individual needs or 

requirements of people

Does consider 
individual needs and 

requirements

Everyone gets the same 
resources and 

privileges,
regardless of 

differences in needs

Everyone gets the 
resources and 

privileges,
based on their needs 

and differences
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Awareness: Learn and understand the audience’s attitudes and values 

Competency: Match the audience’s Logic, Language, & Experience (LLE)
• Logic: recognize attitudes and beliefs, address misconceptions with educational 

messages  
• Language: phrases and terms familiar to the audience can be used if 

appropriate and related to technical terms 
• Imagery: sensitive and relevant to content 
• Experience: provide examples, model ideal behaviors, and ensure the 

recommended behaviors are realistic

Humility: Examine the effect of one’s own attitudes and values 
• Towards the recommended behavior
• Towards the target audience: implicit bias testing

Understanding and Respecting Cultures
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Closing Health Literacy Gaps, Together
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 Co-development with community 
members and other subject matter 
experts who have experience 
working with those communities 

 User-testing via anonymous survey 
of 500 community members 

 Diversity of ethnic and racial, 
genders and socioeconomic 
backgrounds

 Culturally relevant and competent 
topics, language, images, and design

 Address key concerns and barriers 
to participation, and guide decision-
making



Barriers To Diversity

©2023 CISCRP All Rights Reserved



Perceptions and Insights Global Surveys

• Measuring Clinical Research Perceptions and Experiences

• 12,400+ respondents globally
• Past trial participants
• Members of the public

• Biannual
• 2021 was 4th iteration
• 2023 reports expected in Fall 2023

• Publically Available Data  
• Reports (sub-group stratification) 
• Publications (longitudinal analysis) 
• Webinars

https://www.ciscrp.org/services/research-
services/perceptions-and-insights-study/
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https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/


Technology Preferences for Research Participation
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The Immovable Physical Site
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CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/



Choice: An Indicator Of Equity and Centricity
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CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/



How to Increase Trust
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CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/
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Pre-study In-Study Post Study

Ability to access, understand, and utilize information to make clinical 
research-related decisions, across the life-cycle of research

Clinical Research Literacy
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• General Education on 
Device Development/ 
Research

• Population Specific 
Education

• Study Registry Postings
• Protocol Synopsis
• Informed Consent 

• Engagement 
Communications

• Research Status Updates
• Continuing Consent
• Incidental Findings

• Individual Results
• Aggregates Results
• Coordinated Return to 

Care
• Post Study 

Communication 



General Education and Awareness

©2023 CISCRP All Rights Reserved

 Enhance public awareness, literacy and understanding of clinical 
research with educational content

 Improve public perception about clinical research study participants

 Highlight the critical importance of Diversity, Equity and Inclusion

https://www.ciscrp.org/the-importance-of-diversity-in-clinical-research-video/


Innovative Engagement
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Grass-roots campaigns to engage and educate 
patients and the public in clinical research
 Live Education Events
 MT Pharmacy
 Journey to Better Health

https://www.youtube.com/watch?v=w90COWBW03g&feature=youtu.be


Thank you!

C.I.S.C.R.P CISCRP @CISCRP @CISCRP

Stay Connected

http://www.facebook.com/CISCRPpage
http://www.linkedin.com/company/CISCRPpage
http://www.instagram.com/CISCRP
http://www.twitter.com/CISCRP
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Involve Patients & Other Stakeholders

Engaging patients, carers, patient experts and advocates, patient 
advocacy organizations, health care professionals, and people from 
communities who have been underrepresented in clinical research

Methods: 
• Review Panels
• Co-development projects
• Feedback Forums
• Patient Advisory Board
• Patient Journey Workshops

Ensures materials are:
• Effective and addressing patient/community concerns
• Unbiased and non-promotional
• Culturally appropriate
• Easy to use (understand and navigate)

©2023 CISCRP All Rights Reserved
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Click to edit Master title style
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1. Pre-development               
Research and define population-specific needs e.g.,
delivery format and contents    
(i.e., endpoints of interest)  

2. Development
Patient/Advocate Review (at least!)
Consider co-development 

3. Evaluation            
Assess and improve e.g., access, clarity,
perception of bias

…at the Right Time



CLICK TO EDIT MASTER TITLE STYLEInvolve Patients Throughout!



Measuring the Value of Patient Centricity 

https://ctti-clinicaltrials.org/wp-content/uploads/2021/06/CTTI_Patient_Group_eNVP_Report.pdf



Building Trust Remains a Top Objective

©2023 CISCRP All Rights Reserved
CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/



Journey to Lasting Impact
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2018

• “Journey to Better Health RV”

• Los Angeles

• Identify and train community educators

• Improve education event registration
2023+

• FDA’s Office of Minority Health and Health 
Equity Innovation AWARD

• “Evaluating Impact of Mobile Community 
Education Engagement Initiative…”

• Philadelphia & Baltimore – FALL 2023

• Partner with community leaders

• Collaborate with organizers of existing events 
to enhance receptivity and impact



Registry and Disclosure Websites
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First thing’s First: State the purpose!
 Improve Clinical Research Literacy with Educational 

content (videos, infographics, narrative)
 Make Finding Trials Easier! (Plain Language Registry)
 Disclosures (ex. Patient-friendly Aggregate Results)
 Enable HCPs! 
 Separation from corporate sites (i.e. remain non-

promotional) 
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Registry Listings

• Offer simple and engaging study 
information for posting on 
registry and trial-finder websites

• Empower patients and study staff 
by easing the communication 
burden from the very beginning 
stages of study conduct

• Establish consistency and improve 
efficiency by utilizing the plain 
language study title, purpose, 
condition, and inclusion/exclusion 
criteria
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Protocol Synopsis

• Meets the EU No 536/2014, 
Annex I, D24 request to provide 
protocol synopsis in plain 
language

• Meets the UK ISRCTN registry 
requirement

• Utilizes template for efficiency
• Creative solutions to page and 

word count limits

Required Elements (per EU CTR Q&A v6.1)
1. EU trial number and full trial title
2. Rationale
3. Objective
4. Main trial endpoints
5. Secondary trial endpoints
6. Trial design
7. Trial population
8. Interventions
9. Ethical considerations relating to the clinical trial 

including the expected benefit to the individual 
subject or group of patients represented by the 
trial subjects as well as the nature and extent of 
burden and risks



Informed Consent Innovations

©2023 CISCRP All Rights Reserved

Ensure understanding in Informed 
Consent Process and improve adherence              
(plain language > legal language)

Create a navigable and visually engaging 
document or eConsent application (TOC, 
headings, color, icons)

Videos and Infographics to supplement 
the ICF 

Empowered in the decision-making 
process (e.g. take their time, speak with 
others, ask questions)

Clear and accessible > short!



Thank, Engage and Unblind Participants
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CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/

 Thank and recognize Participants for their role in 
advancing medical science

 Set expectations and provide instructions for 
accessing study results

 Share treatment assignments (unblinding)

 Provide educational information 
 Phases
 Timelines
 Blinding
 Placebo
 Custom topics



Trial Results Sharing

©2023 CISCRP All Rights Reserved

 Develop and disseminate aggregate study and 
individual participant results

 Ensure results are easy-to-understand, unbiased and 
non-promotional

 Produce high-quality, professional formats
• Plain Language Summary 
• Plain Language Summary Publication
• Webinar
• Video and animation

 Align with regulatory requirements and relevant 
results sharing guidelines 

 Include graphical elements critical for clarity and 
comprehension
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Trial Results Summaries for Pediatric Audiences

• Kid-friendly supplement to a standard 

plain language Trial Results Summary

• Each pediatric supplement will:

• Include storytelling, pictures, 

graphics, and simple text

• Consider cultural norms and values

• Use shorter sentences, simpler words, 

and more white space



Investigator/Site Education & Training

Improve awareness, knowledge and skills with workshops, 
webinars, videos, infographics
 Diversity, Equity, and Inclusivity (DEI) Awareness 

 DEI and Cultural Competency Practices

 Health Literacy Techniques for Informed Consent Process

 Patient Engagement Practices to Improve Recruitment & Retention 

©2023 CISCRP All Rights Reserved
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