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Disclaimer
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• The opinions contained herein are those of the authors and are not intended to 
represent the position of Brigham and Women's Hospital or Harvard University.

• The MRCT Center is supported by voluntary contributions from foundations, 
corporations, international organizations, academic institutions and government entities 
(see www.MRCTCenter.org) and well as by grants.

• We are committed to autonomy in our research and to transparency in our relationships. 
The MRCT Center—and its directors—retain responsibility and final control of the 
content of any products, results and deliverables. 

• I have no personal conflicts of interests relevant to this presentation.

http://www.mrctcenter.org/


Objectives
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• Recognize the importance of health literacy across the clinical research 
spectrum.

• Advocate for health literacy integration in your work and at your 
organization.

• Identify ways to apply health literacy to clinical research materials for 
patients and study participants.
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Our Vision
Improve the integrity, safety, and rigor of 
global clinical trials.

The MRCT Center



The MRCT Center

Our Mission
We engage diverse 
stakeholders in the research 
enterprise to define 
emerging issues in global 
clinical trials and to create 
and implement ethical, 
actionable, and practical 
solutions.

June 2020 ©MRCT Center



The Health Literacy Opportunity
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• Literacy levels are troubling around the world.

• Low health literacy affects a person’s ability to:
– Access services and information
– Understand and follow health-related instructions
– Make appropriate health-related decisions

9/10 people in the US need extra help 

From: https://nces.ed.gov/naal/kf_demographics.asp



A Broad View of Health Literacy
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The Clinical Trial Life Cycle
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Clear communication is essential throughout the participant’s journey 
through the clinical trial life cycle
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Integrating Health Literacy Principles

DISCOVERY 
Building relationships and sharing general 
research information with the community

RECRUITMENT
Creating thoughtful study-specific 
recruitment materials and processes

CONSENT
Providing detailed study information 
to support informed decision-
making 

ON STUDY
Applying tools to support ongoing 

study participation

END OF STUDY 
Sharing end of study 

communications and information

And repeat……. What we learn 
along the way informs future 
research studies
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The Potential of Applying Health Literacy Best Practices
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Clear Communications Benefit Everyone

• The MRCT Center led the development of a dynamic 
web-based resource that highlights:

– How health literacy applies throughout the clinical trial 
life cycle

– Best practices to support clear research 
communications

– Case studies and practical examples of how health 
literacy has already been integrated into research 
processes

– Ways to take action in your own clinical research role

www.mrctcenter.org/health-literacy

http://www.mrctcenter.org/health-literacy


1) Advocate at your organization
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2) Start where you are
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3) Consider how to get patient input
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• Lessons learned from healthcare
– People actively involved in their health 

and health care tend to have better 
outcomes.*

– Patient decision making is enhanced by 
personal experience and complemented
by scientific knowledge of healthcare 
professionals.**

– Recognition of patients as experts fosters 
collaboration.**

Partnering with Patients

*https://www.healthaffairs.org/do/10.1377/hpb20130214.898775/full/
**https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4391791/

https://www.healthaffairs.org/do/10.1377/hpb20130214.898775/full/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4391791/
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Five Process Steps for Patient Group Engagement (PGE)

• Shared ambition
– Open and honest partnership focused on 

collaboration
• Transparency

– Strategic objectives and clarity about 
processes

• Accountability
– Key point of contact with aligned internal 

processes and ownership 
• Respect

– Maintained relationship and proactive 
communication

STAR Principles for PGE

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5766722/

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5766722/


Last 
Patient 

Last Visit

Phasing of Patient Input into the Return of End of Study Summaries
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New 
Idea

Study Design
Protocol 

Development

IRB &
Other Regulatory 

Requirements

Identify 
Recruit, 

and 
Consent Collect 

Data

Analyze Data 
Interpret Results

Communicate 
Results

Close-out

Get input on what, when and 
how to return results to the 
study population

Keep track of any study issues 
that may be important to 
address in the results summary

Collect feedback on the summary 
itself before it is posted/distributed 
widely.

Pre-Study Preparation Protocol Development During the Study When the Study Ends

Find out early on what 
participants most want to 
learn through the research.



Usability Testing of Clinical Research Materials 
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• Get input on whether research materials, 
documents and/or processes work as 
intended. 
– Can the user complete a specific task or 

set of tasks?
– Can the user answer questions about 

what the information actually means?

Learn more at https://mrctcenter.org/health-literacy/tools/overview/usability-testing/ 

https://mrctcenter.org/health-literacy/tools/overview/usability-testing/
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Additional Resources
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The work at the MRCT Center continues….

– COVID-19 Research Flyers

– A Pilot of a Collaborative Cross-
Industry Plain Language 
Glossary for Clinical Research 

– Additional resources for specific 
stakeholders.

https://mrctcenter.org/blog/resources/covid-19-clinical-research-flyers/

https://mrctcenter.org/blog/resources/covid-19-clinical-research-flyers/
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Takeaways

• We all play a critical role
– Clear participant-facing communications are essential throughout the clinical research life cycle.

• Help break down the silos
– Preparation and planning for clear research communications starts early in the clinical research 

process. 

• Patients have the lived experience
– Including the participant’s input is an essential part of creating understandable study-related 

materials

• There is no need to re-invent the wheel
– Resources exist on the MRCT Center website and through other groups
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Please follow the MRCT Center:

linkedin.com/company/multi-regional-
clinical-trials-center-of-brigham-and-
women's-hospital-and-harvard

twitter.com/MRCTCenter
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Thank you!

Sylvia Baedorf Kassis, MPH
Multi-Regional Clinical Trials Center of Brigham and Women’s Hospital and Harvard
sbaedorfkassis@bwh.harvard.edu


